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Memorandum -
bee  -DCC | 6 1995

From Director, Office of Device Evaluation (HFZ-400)
Center for Devices and Radiological Health (CDRH)

Subject  Premarket Approval of Bausch & Lomb, Inc.’s BAUSCH & LOMB® SofLens66™
(alphafilcon A) Visibility Tinted Contact Lens for Extended Wear - ACTION

To
The Director, CDRH
ORA

ISSUE. Publication of a notice announcing approval of the subject PMA.
FACTS. Tab A contains a FEDERAL REGISTER notice announcing:

(1)  a premarket approval order for the above referenced medical device
(Tab B); and

(2)  the availability of a summary of safety and effectiveness data for
the device (Tab C).

RECOMMENDATION. I recommend that the notice be signed and published.

Susan Alpert, Ph.D.,
Attachments
Tab A - Notice

Tab B - Order
Tab C - S & E Summary

DECISION

Approved ___ Disapproved ___ Date

Prepared by Eleanor M. Felton, CDRH, HFZ460, August 7, 1996, 594-1744






DEPARTMENT OF HEALTH AND HUMAN SERVICES

FCOD AND DRUG ADMINISTRATION

[DOCKET NO. ]

BAUSCH & LOMB, INC.; PREMARKET APPROVAL OF BAUSCH & LOMB®
SOFLENS66™ (ALPHAFILCON A) VISIBILITY TINTED CONTACT LENS
FOR EXTENDED WEAR

AGENCY: Food and Drug Administration, HHS.

ACTION: Notice.

SUMMARY: The Food and Drug Administration (FDA) is
announcing its approval of the application by Bausch & Lomb,
Inc., Rochester, NY, for premarket approval, under section
515 of the Federal Food, Drug, and Cosmetic Act (the act),
of the BAUSCH & LOMB® SofLens66™ (alphafilcon A) Visibility
Tinted Contact Lens for Extended Wear. FDA's Center for
Devices and Radiological Health (CDRH) notified the
applicant, by letter of December 16, 1996, of the approval
of the application.

DATES: Petitions for administrative review by (insert date
30 days after date of publication in the FEDERAL REGISTER).
ADDRESSES: Written requests for copies of the sumﬁary of
safety and effectiveness data and petitions for
administrative review, to the Dockets Management Branch
(HFA-305), Food and Drug Administration, 12420 Parklawn Dr.,

rm. 1-23, Rockville, MD 20857.
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FOR FURTHER INFORMATION CONTACT:

James F. Saviola, 0.D.,

Center for Devices and Radiological Health (HFZ-460),

Food and Drug Administration,

9200 Corporate Blvd.,

Rockville, MD 20850,

301-594-1744.

SUPPLEMENTARY INFORMATION: On June 28, 1996, Bausch & Lomb,
Inc., Rochester, NY 14692-0450, submitted to CDRH an
application for premarket approval of the BAUSCH & LOMB®
SofLens66™ (alphafilcon A) Visibility Tinted Contact Lens
for Extended Wear. The device is a soft (hydrophilic)
contact lens and is indicated for daily wear or extended
wear from 1 to 7 days between removals for cleaning and
disinfection or disposal of lens, as recommended by the eye
care practitioner. The lens is indicated for the correction
of refractive ametropia (myopia and hyperopia) in not-
aphakic persons with non-diseased eyes, exhibiting
astigmatism of 2.00 diopters or less, that does noﬁ
interfere with visual acuity.

In accordance with the provisions of section 515(c) (2)
of the act as amended by the Safe Medical Devices Act of
1990, this PMA was not referred to the Ophthalmic Devices
Panel of the Medical Devices Advisory Committee, an FDA
advisory committee, for review and recommendation because

the information in the PMA substantially duplicates




3

information previously reviewed by this panel.

On December 16, 1996, CDRH approved the application by
a letter to the applicant from the Director of the Office of
Device Evaluation, CDRH.

A summary of the safety and effectiveness data on which
CDRH based its approval is on file in the Dockets Management
Branch (address above) and is available from that office
upon written request. Requests should be identified with
the name of the device and the docket number found in
brackets in the heading of this document.The labeling of the
BAUSCH & LOMB® SofLens66™ (alphafilcon A) Visibility Tinted
Contact Lens for Extended Wear states that the lens is to be
used only with certain solutions for disinfection and other
purposes. The restrictive labeling informs new users that
they must avoid using certain products, such as solutions
intended for use with hard contact lenses only.

Opportunity For Administrative Review

Section 515(d) (3) of the act (21 U.S.C. 360e(d) (3))
authorizes any interested person to petition, undef sectionk
515(g) of the act, for administrative review of CDRH's
decision to approve this application. A petitioner may
request either a formal hearing under part 12 (21 CFR part
12) of FDA's administrative practices and procedures
regulations or a review of the application and CDRH's action
by an independent advisory committee of experts. A petition

is to be in the form of a petition for reconsideration under
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§10.33(b) (21 CFR 10.33(b)). A petitioner shall identify
the form of review requested (hearing or independent
advisory committee) and shall submit witﬁ the petition
supporting data and information showing that there is a
genuine and substantial issue of material fact for
resolution through administrative review. After reviewing
the petition, FDA will decide whether to grant or deny the
petition and will publish a notice of its decision in the
FEDERAL REGISTER. If FDA grants the petition, the notice
will state the issue to be reviewed, the form of the review
to be used, the persons who may participate in the review,
\the time and place where the review will occur, and other
details.

Petitioners may, at any time on or before (insert date
30 days after date of publication in the FEDERAL REGISTER),
file with the Dockets Management Branch (address above) two
copies of each petition and supporting data and information,
identified with the name of the device and the docket number
found in brackets in the heading of this document.\ Received
petitions may be seen in the office above between 9 a.m. and

4 p.m., Monday through Friday.
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This notice is issued under the Federal Food, Drug, and
Cosmetic Act (secs. 515(d), 520(h), (21 U.S5.C. 360e(d),
360j(h)) and under authority delegated to the Commissioner
of Food and Drugs (21 CFR 5.10) and redelegated to the
Director, Center for Devices and Radiological Health (21 CFR

5.53).

Dated: .
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gf ‘_{C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Mr. -Dennis Hahn

Manager, Global Regulatory Affairs .

Bausch & Lomb, Inc. DEC i 6 |995
1400 N. Goodman Street

P.O. Box 450

Rochester, NY 14692-0450

Re: P960022
BAUSCH & LOMB® SofLens66™ (alphafilcon A) Visibility Tinted Contact Lens for
Extended Wear
Filed: June 28, 1996 .
Amended: July 12, October 30, and November 6, 1996

Dear Mr. Hahn:

The Center for Devices and Radiological Health (CDRH) of the Food and Drug
Administration (FDA) has completed its review of your premarket approval application
(PMA) for the BAUSCH & LOMB® SofLens66™ (alphafilcon A) Visibility Tinted Contact
Lens for Extended Wear. This device is indicated for daily wear or extended wear from 1 to
7 days between removals for cleaning and disinfection or disposal of lens, as recommended
by the eye care practitioner. The lens is indicated for the correction of refractive ametropia
(myopia and hyperopia) in not-aphakic persons with non-diseased eyes, exhibiting
astigmatism of 2.00 diopters or less, that does not interfere with visual acuity. We are
pleased to inférm you that the PMA is approved subject to the conditions described below
and in the "Conditions of Approval" (enclosed). You may begin commercial distribution of
the device upon receipt of this letter.

The sale, distribution and use of this device are restricted to prescription use in accordance
with 21 CFR 801.109.

Expiration dating for this device has been established and approved at 3 years. This is to
advise you that the protocol you used to establish this expiration dating is considered an
approved protocol for the purpose of extending the expiration dating as provided by 21 CFR
814.39(a)(8).

CDRH will publish a notice of its decision to approve your PMA in the FEDERAL
REGISTER. The notice will state that a summary of the safety and effectiveness data upon
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which the approval is based is available to the public upon request. Within 30 days of
publication of the notice of approval in the FEDERAL REGISTER, any interested person
may seek review of this decision by requesting an opportunity for administrative review,
either through a hearing or review by an independent advisory committee, under section
515(g) of the Federal Food, Drug, and Cosmetic Act (the act).

Failure to comply with the conditions of approval invalidates this approval order.
Commercial distribution of a device that is not in compliance with these conditions is a
violation of the act.

You are reminded that, as soon as possible and before commercial distribution of your
device, you must submit an amendment to this PMA submission with copies of all approved -
labeling in final printed form.

All required documents should be submitted in triplicate, unless otherwise specified, to the
address below and should reference the above PMA number to facilitate processing.

PMA Document Mail Center (HFZ-401)
Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, Maryland 20850

If you have any questions concerning this approval order, please contact
Mrs. Eleanor M. Felton or James F. Saviola, O.D. at (301) 594-1744.

Singérely yours,

a

- Susan Alpert, Ph.D., M.D.
Director
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Issued: 5-2-95

CONDITIONS OF APPROVAL

APPROVED ILABELING. As soon as possible, and before commercial
distribution of your device, submit three copies of an amendment to this
PMA submission with copies of all approved labeling in final printed form
to the PMA Document Mail Center (HFZ-401), Center for Devices and
Radiological Health, Food and Drug Administration (FDA), 9200 Corporate
Blvd., Rockville, Maryland 20850.

ADVERTISEMENT. No advertisement or other descriptive printed material
issued by the applicant or private label distributor with respect to this
device shall recommend or imply that the device may be used for any use
that is not included in the FDA approved labeling for the device. If the
FDA approval order has restricted the sale, distribution and use of the
device to prescription use in accordance with 21 CFR 801.109 and specified
that this restriction is being imposed in accordance with the provisions
of section 520(e) of the act under the authority of section
515(d) (1) (B) (ii) of the act, all advertisements and other descriptive
printed material issued by the applicant or distributor with respect to
the device shall include a brief statement of the intended uses of the
device and relevant warnings, precautions, side effects and
contraindications.

PREMARKET APPROVAL APPLICATION (PMA) SUPPLEMENT. Before making any change
affecting the safety or effectiveness of the device, submit a PMA
supplement for review and approval by FDA unless the change is of a type
for which a "Special PMA Supplement-Changes Being Effected" is permitted
under 21 CFR 814.39(d) or an alternate submission is permitted in
accordance with 21 CFR 814.39(e). A PMA supplement or alternate
submission shall comply with applicable requirements under 21 CFR 814.39
of the final rule for Premarket Approval of Medical Devices.

All situations which require a PMA supplement cannot be briefly
summarized, please consult the PMA regulation for further guidance. The
guidance provided below is only for several key instances.

A PMA supplement must be submitted when unanticipated adverse effects,
increases 1in the incidence of anticipated adverse effects, or device
failures necessitate a labeling, manufacturing, or device modification.

A PMA supplement must be submitted if the device is to be modified and the
modified device should be subjected to animal or laboratory or clinical

testing designed to determine if the modified device remains safe and
effective.

i




A "Special PMA Supplement - Changes Being Effected" is limited to the
labeling, quality control and manufacturing process changes specified
under 21 CFR 814.39(d) (2). It allows for the addition of, but not the
replacement of previously approved, quality control specifications and
test methods. These changes may be implemented before FDA approval upon
acknowledgment by FDA that the submission is being processed as a "Special
PMA Supplement - Changes Being Effected." This acknowledgment is in
addition to that issued by the PMA Document Mail Center for all PMA
supplements submitted. This procedure is not applicable to changes in
device design, composition, specifications, circuitry, software or energy
source.

Alternate submissions permitted under 21 CFR 814.39(e) apply to changes
that otherwise require approval of a PMA supplement before implementation
of the change and include the use of a 30-day PMA supplement or annual
postapproval report. FDA must have previously indicated in an advisory
opinion to the affected industry or in correspondence with the applicant
that the alternate submission is permitted for the change. Before such
can occur, FDA and the PMA applicant(s) involved must agree upon any
needed testing protocol, test results, reporting format, information to
be reported, and the alternate submission to be used.

POSTAPPROVAL REPORTS. Continued approval of this PMA is contingent upon
the submission of postapproval reports required under 21 CFR 814.84 at
intervals of 1 year from the date of approval of the original PMA.
Postapproval reports for supplements approved under the original PMA, if
applicable, are to be included in the next and subsequent annual reports
for the original PMA unless specified otherwise in the approval order for
the PMA supplement. Two copies identified as "Annual Report" and bearing
the applicable PMA reference number are to be submitted to the PMA
Document Mail Center (HFZ-401), Center for Devices and Radiological
Health, Food and Drug Administration, 9200 Corporate Blvd., Rockville,
Maryland 20850. The postapproval report shall indicate the beginning and
ending date of the period covered by the report and shall include the
following -information required by 21 CFR 814.84:

(1) Identification of changes described in 21 CFR 814.39(a) and
changes required to be reported to FDA under 21 CFR 814.39(b).

(2) Bibliography and summary of the following information not
previously submitted as part of the PMA and that is known to or
reasonably should be known to the applicant:

(a) unpublished reports of data from any <clinical
investigations or nonclinical laboratory  studies
involving the device or related devices ("related"
devices include devices which are the same or
substantially similar to the applicant's device); and




(b) reports in the scientific literature concerning the
device.

If, after reviewing the bibliography and summary, FDA
concludes that agency review of one or more of the above
reports is required, the applicant shall submit two copies of
each identified report when so notified by FDA.

ADVERSE REACTION AND DEVICE DEFECT REPORTING. As provided by 21 CFR
814.82(a) (9), FDA has determined that in order to provide continued

reasonable assurance of the safety and effectiveness of the device, the
applicant shall submit 3 copies of a written report identified, as
applicable, as an "Adverse Reaction Report" or "Device Defect Report" to
the PMA Document Mail Center (HFZ-401), Center for Devices and
Radiological Health, Food and Drug Administration, 9200 Corporate Blvd.,
Rockville, Maryland 20850 within 10 days after the applicant receives
or has knowledge of information concerning:

(1) A mixup of the device or its labeling with another article.

(2) Any adverse reaction, side effect, injury, toxicity, or
sensitivity reaction that is attributable to the device and

(a) has not been addressed by the device's labeling or

(b) has been addressed by the device's labeling, but is
occurring with unexpected severity or frequency.

(3) Any significant chemical, physical or other change or
deterioration in the device or any failure of the device to
meet the specifications established in the approved PMA that
could not cause or contribute to death or serious injury but
are not correctable by adjustments or other maintenance
procedures described in the approved labeling. The report
shall include a discussion of the applicant's assessment of
‘the change, deterioration or failure and any proposed or
implemented corrective action by the applicant. When such
events are correctable by adjustments or other maintenance
procedures described in the approved labeling, all such events
known to the applicant shall be included in the Annual Report
described under "Postapproval Reports" above unless specified
otherwise in the conditions of approval to this PMA. This
postapproval report shall appropriately categorize these
events and include the number of reported and otherwise known
instances of each category during the reporting period.
Additional information regarding the events discussed above
shall be submitted by the applicant when determined by FDA to
be necessary to provide continued reasonable assurance of the
safety and effectiveness of the device for its intended use.




REPORTING UNDER THE MEDICAL DEVICE REPORTING (MDR) REGULATION. The
Medical Device Reporting (MDR) Regulation became effective on December
13, 1984, and requires that all manufacturers and importers of medical
devices, including in vitro diagnostic devices, report to FDA whenever
they receive or otherwise became aware of information that reasonably
suggests that one of its marketed devices

(1) may have caused or contributed to a death or serious injury or

(2) has malfunctioned and that the device or any other device
marketed by the manufacturer or importer would be likely to
cause or contribute to a death or serious injury if the
malfunction were to recur.

The same events subject to reporting under the MDR Regulation may also
be subject to the above "Adverse Reaction and Device Defect Reporting”
requirements in the "Conditions of Approval" for this PMA. FDA has
determined that such duplicative reporting is unnecessary. Whenever an
event involving a device is subject to reporting under both the MDR
Regulation and the "Conditions of Approval" for this PMA, you ghall
submit the appropriate reports required by the MDR Regulation and
identified with the PMA reference number to the following office:

Division of Surveillance Systems (HFZ-531)
Center for Devices and Radiological Health
Food and Drug Administration

1350 Piccard Drive, Room 340

Rockville, Maryland 20850

Telephone (301) 594-2735

Events included in periodic reports to the PMA that have also been
reported under the MDR Regulation must be so identified in the periodic

report to the PMA to prevent duplicative entry into FDA information
systems.

Copies of the MDR Regulation and an FDA publication entitled, "An
Overview of the Medical Device Reporting Regulation," are available by
written request to the address below or by telephoning 1-800-638-2041.

Division of Small Manufacturers Assistance (HFZ-220)
Center for Devices and Radiological Health

Food and Drug Administration

5600 Fishers Lane

Rockville, Maryland 20857







II.

III.

Summary of Safety and Effectiveness

General Information

A. Premarket Approval Application (PMA) Number: P960022
Date Filed: June 28, 1996
Date Approved: LULC | 6 1996

B. Device Generic Name: alphafilcon A soft (hydrophilic) contact lens

C. Device Trade Name: BAUSCH & LOMB® SofLens66™ (alphafilcon A)
Visibility Tinted Contact Lens for Extended Wear

D. Applicant’s Name and Address: Bausch & Lomb, Inc.
1400 N. Goodman Street
P.O. Box 450
Rochester, NY 14692-0450

E. Good Manufacturing Practice (GMP) Inspection:
Dates of Inspection: February 23, 1995; and January 22, 1996
Conclusion: The manufacturing sites were found to be in compliance with
device GMP requirements.

Indications

The BAUSCH & LOMB® SofLens66™ (alphafilcon A) Visibility Tinted Contact Lens
for Extended Wear is indicated for daily wear or extended wear from 1 to 7 days
between removals for cleaning and disinfection or disposal of lens, as recommended
by the eye care practitioner. The lens is indicated for the correction of refractive
ametropia (myopia and hyperopia) in not-aphakic persons with non-diseased eyes,
exhibiting astigmatism of 2.00 diopters or less, that does not interfere with visual
acuity.

Summary

The SofLens66™ (alphafilcon A) is identical to the currently marketed B&L
SofLens66™ (alphafilcon A) Visibility Tinted Contact Lens for Daily Wear cleared
under K941370. The applicant performed non-clinical and additional clinical testing
on the device for extended wear based on the FDA Guidance Document for Class III
Soft (Hydrophilic) Contact Lenses dated April 1989, with modification to include a
controlled clinical study. The non-clinical testing supports the safety and
effectiveness of the device from microbiology, toxicology, chemistry and
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manufacturing perspectives. Data were evaluated from a controlled, randomized,
double-masked, multicenter parallel group clinical study consisting of 430 completed
eyes in the Test Group using the subject device and 186 completed eyes in a Control
Group wearing the B&L 70 Lens. The subjects in both groups were followed for 12
months and clinically evaluated. The completed Test Group included 66 males and
149 females and the completed Control Group included 38 males and 55 females
which is representative of the contact lens wearing population in the United States.
Although the potential exists for minor differences in physiological response by
gender for the target population, the minimal number of clinically significant findings
does not indicate gender difference to be of clinical importance for this device.

Safety and Effectiveness Data

A. Non-clinical Data

The applicant conducted a battery of in-vivo and in-vitro acute toxicology
studies that support the safety and biocompatibility of the lens material with
solutions for use with soft (hydrophilic) contact lenses. Additionally,
chemistry and manufacturing information was submitted demonstrating that the
lens material is suitable for use by humans. The adequacy of the
manufacturing process, including sterilization and shelf-life expiration dating,
was established through a review of the manufacturing and microbiology data
submitted in the PMA as well as through an on-site GMP inspection.

B.  Clinical Data (Test Group) ‘I\

Visual Acuity: Initial Visit Final Visit
with Lens with Lens
20730 or better 428 385
20/40 or worse 2 4
Not Reported 0 41 ||
Initial
Wear Time: Adapted (4-days) Final (12 months)
Extended 3 days 7 days
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Adverse Reactions: 5 reported. 2 reports of bacterial conjunctivitis; 2 reports
of chemical conjunctivitis; and 1 report of infiltrates and
diffuse punctate keratitis. None were lens related and all

cleared.
Slit Lamp Findings: Initial Visit Final Visit
(38/430 eyes)=8.8% (67/430 eyes)=15.6%
Bulbar injection 12 14
Staining 18 19
Microcysts 0 4
Edema 0 3
Limbal Injection 8 13
TCA 0 14

Symptoms, Problems, Complaints: 2069 positive reports, 37% (n= 5586 )
Categories reported =10

Vision Related (e.g. blurred vision) (513/2069)=24.8%
Comfort (e.g. dryness, itching) (1408/2069)=68.1%
All Other (148/2069)= 7.2%

Lens Replacements: 781 replaced/430 dispensed=1.8 lenses per eye*
(*Multiple replacements and multiple reasons cited)

Categories reported=10

‘Vision Related (e.g. fit, power change) (138/781)=17 7%
Lens Related (e.g. damaged) (272/781)=34.8%
Other (e.g. deposits, lost) (371/781)=47.5%

. Clinical Data (Control Group)

(*3 with posmve slit lamp ﬁndmgs and 1 with repeated ocular infections)

‘Visual Acuity: Initial Visit Final Visit
with Lens with Lens
20/30 or better 186 174
20/40 or worse 0 0
Not Reported 0 12
Initial
Wear Time: Adapted (4-days)  Final (12 months)
Extended 3 days 7 days
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Adverse Reactions: None reported for all eyes enrolled

Slit Lamp Findings: Initial Visit Final Visit
(20/186 eyes)=10.8%  (26/186 eyes)=14.0%

Bulbar injection 6 5
Staining 8 13
Microcysts 0 2
Edema 2 2
Limbal injection 2 0
TCA (Total) 0 2

> grade 2 0 1
Other (OASA) 0 2

Symptoms, Problems, Complaints: 959 positive reports, 39% (n= 2462)
Categories reported=10
Vision Related (e.g. blurred vision) (200/959)=20.9%
Comfort (e.g. dryness, itching) (698/959)=72.8%
All Other (61/959)=6.4%

Lens Replacements: 463 replaced/186 dispensed= 2.5 lenses per eye*
(*Multiple replacements and multiple reasons cited)

Categories reported=10

Vision Related (e.g. fit, power change) (52/463)=11.2%
Lens Related (e.g.defect) (147/463)=31.7%
Other (e.g. discomfort, lost) (264/463)=57.0%

Based on the detailed analysis of the data presented in the PMA, it was determined
that the clinical findings for the Control Group and Test Group, i.e., adverse
reactions, positive slit lamp findings, patient symptoms, problems and complaints,
visual acuity, lens replacements, discontinued patients, and lens wearing time were
within expected limits for soft (hydrophilic) contact lens wearers. Any differences in
these groups do not raise concerns about the safety and effectiveness of the device
when accompanied by appropriate labeling.

Conclusion

The Center for Devices and Radiological Health (CDRH) reviewed the PMA and
concluded that the PMA contained sufficient valid scientific evidence to provide
reasonable assurance of the safety and effectiveness of the device for the prescribed
indications for use. This PMA was not referred to the Ophthalmic Devices Panel, an
FDA advisory panel, for review and recommendation because the information in the

~ PMA submission duplicated information previously reviewed by that panel. CDRH

approved this PMA in a letter to the applicant dated DEC | 199¢ and signed by
the Director, Office of Device Evaluation.
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HOW SUPPLIED

Each sterile fens is supplied in a plastic package containing
gmraﬁe buffered saline solution. The container is marked

with the manufacturing fot number of the lens, the base
ve, sphere power, diameter and expiration date.

]l:%:IEPORTHNG OF ADVERSE REACTIONS

All serious advgrse experiences and adverse reactions
ohiserved in patients wearing BAUSCH & LOMB®

ofLens66™ (alphafilcon A) Visibitity Tinted Contact Lenses
| or experienced with the lenses should be reported to:

Bausch & Lomb Incorporated
Hochester, New York 14692

Tolt Free Telephone Number

livthe Continental U.S., Alaska, Hawaii
§-800-828-9030

r.New York State _

1-800-462-1720.

BAUSCH
& LOMB

Bausch & Lomb Incorporated
Rochester. NY 14692

DPIG0O1 12/96

mMulbifold lakel pacyes
Ffbing Guide  PMe 4-15
Patient Label panes 16 -

© Bausch & Lombd
Printed in U.S.A.

\-€

BAUSCH
& LOMB

SofLens66™
(alphafilcon A)
Visibility Tinted
Contact Lenses

IMPORTANT: This package insert is effective as of
December 1996 and supersedes all prior inserts for the
products described below. Please read carefully and keep
this information for future use.

This package insert is intended for the eye care practitioner,
but should be made available 1o patients upon request. The
eye care practitioner should provide the patient with the
patient instructions that pertain ta the patient's prescribed
lens.

CAUTION: Federal (U.S.A.) Law Prohibits Dispensing
Without Prescription.




“ the pan of boiling water for at least 10 minutes. (Abave an
altitude of 7,000 feet, boil for at least 15 minutes.) Be
careful not to allow the water in the pan to boil away.
Remove the pan from the heat and aliow it to cool for

30 minutes to complete the disinfection of the fens.

fote: Use of heat disinfection unit shoutd be resumed as
soon as possible.

« Leave the lenses in the unopened storage éase until ready
to put oa the eyes.

= Before reinsertion of the lenses, no rinsing is necessary
unless the eye care practitioner recommends rinsing.

Chemicat (Not Heat) Disinfection;

= Clean the contact ienses with a recommended cleaning
solution and thoroughly rinse them with a recom-
mended rinsing solution.

. Anelr cleaning and rinsing, to disinfect, carefully follow
Um instructions accompanying the disinfecting solution
in the care regimen recommended by the lens manufac-
tuter ar the eye care practitioner,

= When using hydrogen peroxide lens care systems,
lenses must be neutralized before wearing. Follow the
recommendations on the hydrogen peroxide system
labeling.

« Theroughly rinse lenses with a fresh solution recom-
mended for rinsing before inserting and wearing, or
follow the instructions on the disinfection solution
{abeling.

« Do not heat the disinfection solution and lenses.

« Leave the Jenses in the unopened storage case untit ready
to put on the eyes.

» Gaution: Lenses that are chemically disinfected may
absorb ingredients from the disinfecting solution which
may be irritating to the eyes. A thorough rinse in fresh
sterile saline solution prior to placement on the eye should
reduce the potential for irritation.

LENS DEPOSITS AND USE OF ENZYMATIC
CLEANING PROCEDURE

Enzyme cleaning may be recommended by the eye care
practitioner. Enzyme cleaning removes protein deposits on
the lens. These deposits cannot be remaoved with regular
cleaners. Removing protein deposits is important for the
well-being of the patient’s lenses and eyes. If these deposits
are not removed, they can damage the lenses and cause
irritation.

Enzyme cleaning does NOT replace routine cleaning and dis-
infecting. For enzyme cleaning, the patient should carefully
follow the instructions in the enzymatic cleaning labeling.

LENS CASE CLEANING AND MAINTENANCE

Contact lens cases can be a source of bacteria growth. Lens
cases should be emptied, cleaned, rinsed with solutions rec-
ommended by the lens case manufacturer, and allowed to
air dry. Lens cases should be replaced at regular intervals.

CARE FOR A DRIED QUT (DEHYDRATED) OR
DRY LENS

if a soit. hydrophilic contact lens is exposed to air while oft
the eye. it may become dry and brittle and need to be rehy-
drated. If the lens is adhering to a surface, such as a
counter top. apply saline or rinsing solution before handling.

To rehydrate the lens:
« Handle the fens carefully.

« Place the lens in its storage case and soak the lensin;
recommended rinsing and storing solution for at least
hour until it returns to a soft state.

« Clean and disinfect the rehydrated lens using a recom-
mended lens care system.

« {f after soaking, the lens does not become soft, the len
should not be used until examined by the eye care
practitioner.

CARE FOR A STICKING (NONMOVING) LENS

if the lens sticks {stops moving), the patient should be
instructed to use a lubricating or rewetting solution in tt
gye. The patient should be instructed to not use plain w:
or anything other than the recommended solutions. The
patient should be instructed to contact the eye care prac
tioner if the lens does not begin to move upaon blinking ;
several applications of the sofution.

PRACTITIONER FITTING SETS

All lenses that have been opened must be discarded afty
use.

EMERGENCIES

The patient should be informed that if chemicals of any
{household products, gardening solutions, laboratory cl
icals. etc.) are splashed into the eyes, the patient shoulc
FLUSH EYES IMMEDIATELY WITH TAP WATER AND TH
REMOVE LENSES PROMPTLY. CONTACT THE EYE CARI
PRACTITIONER OR VISIT A HOSPITAL EMERGENGY R(
WITHOUT DELAY.




BAUSLUH & LUNMB™ otNottIvVE CY o«
Plus

BAUSCH & LOMB® ReNu® Thermal
Enzymatic Contact Lens Cleaner
BAUSCH & LOMB® R_eNu@
Effervescent Enzymatic Contact

Lens Cleaner

BAUSCH & LOMB® SENSITIVE EYES®
Enzymatic Contact Lens Cleaner

Enzymatic Protein
Removal

Chemical Lens Care System

Action Care Product

Cleaning BAUSCH & LOMB® ReNu ™ Multi-
Purpose Solution
BAUSCH & LOMB® SENSITIVE EYES®

Daily Cleaner
Disinfecting & BAUSCH & LOMB® ReNu® Multi-
Storing Purpose Solution
Rinsing BAUSCH & LOMB® ReNu® Mutti-

Purpose Solution

BAUSCH & LOMB® SENSITIVE EYES®
Saline Solution

BAUSCH & LOMB® ReNu® Saline
Solution

BAUSCH & LOMB** SENSITIVE EYES®
Sterile Safine Spray

BAUSCH & LOMB* SENSITIVE EYES®
Plus

BAUSCH & LOMB® ReNu®
Effervescent Enzymatic Contact

Lens Cieaner

Enzymatic Protein
Removal

Enzymatic Contact Lens Cleansr
BAUSCH & LOMB® ReNu® 1 Step
Enzymatic Contact Lens Cleaner

All Lens Care Systems

Rewetting BAUSCH & LOMB® ReNu®
Rewetting Drops
BAUSCH & LOMB® SENSITIVE EYES®
Drops

- Note: Some solutions may have more than one function,
which will be indicated on the label. Read the fabel on the
solution bottle, and follow instructions.

» Clean one fens first (always the same lens first to avoid
mixups), rinse the lens thoroughly with recommended
saline or disinfecting solution to remove the cleaning solu-
tion, mucus, and film from the lens surface, and put that
lens into the correct chamber of the lens storage case.
Then repeat the procedure for the second fens.

« After cleaning and rinsing, disiafect lenses using the
system recommended by the manufacturer and/or the eye
care praclitioner.

« To store lenses, disinfect and leave them in the
closed/unopened case until ready to wear. If lenses are not
lo be used immediatefy after disinfection, you should
consult the fabeling of the storage solution for information
on fens storage.

« After removing the lenses from the lens case, empty and
rinse the fens storage case with solution as recommended
by the lens case manufacturer; then allow the lens case to
air dry. When the case is used again, refill it with storage
solution. Replace lens case at regular intervals.

- Eye care practitioners may recommend a lubricating/
rewetting solution which can be used to wet {lubricate)

CONIOINLdoI

« Lenses prescribed in a frequent replacement progra)
should be thrown away after the recommended weg
period prescribed by the practitioner.

Heat (Thermal) Lens Disinfection:

« After cleaning and thoroughly rinsing contact lense
recommended solutions, prepare the empty lens st
case. To keep the lenses wet during disinfection, (
solution that is recommended by the lens manufact
and/or the eye care practitioner.

« Wet the (ens chambers (sections) with fresh saline
solution.

« Put each lens into its correct chamber.

« Fill the chamber of the case to the line with fresh s;
solution. Completely cover the lenses.

+ Tightly close the top on each chamber of the lens ¢
case” -

- Put the lens storage case into the disinfection unit
follow the disinfection unit manufacturer’s directior
operating the unit {turning the unit on, assuring th
works, and leaving it on for a sufficient time to dis
the lenses).

« Before reinsertion of the lenses, no rinsing is nece
unless 1he eye care practitioner recommends rinsi

Emergency (Alternate) Method for Heat (Therma)

Disintection:

« If a heat disinfection unit is not available, place th
closed storage container which contains the lense
pan of already boiling water. Leave the closed len:




ndividual considerations indicate otherwise. The practi-
tioner should examine the patient in the early stages of
extended wear to determine the corneal response. The lens
must be removed, cleaned and disinfected or disposed of
and replaced with a new lens, as determined by the pre-
scribing eye care practitiner. (See the factors discussed in
the Warnings section.) Once removed, a lens should remain
out of the eye for a period of rest overnight or longer, as
determined by the prescribing eye care practitioner.

*

LENS CARE DIRECTIONS

Eye care practitioners should review with the patient lens
care directions, including bath basic lens care information
and specific instructions on the lens care regimen recom-
mended for the patient:

General Lens Care {To First Clean and Rinse, Then
Disiatect Lenses)

Jdsic Instructions:

Always wash, rinse, and dry hands before handting contact
ienses.

Always use fresh unexpired lens care solutions.

Use the recommended system of lens care, either heat
‘thermal) or chemical {not heat) and carefully follow
nstructions on solution labeling. Different solutions
-annot always be used together, and not all solutions
te safe for use with all lenses. Do not alternate

7 mix lens care systems unless indicated an solution
theling.

o not use saliva or anything other than the recommended
sutions for lubricating or rewetting tenses. Do not put
nses in the mouth.

« Lenses should be cleaned, rinsed, and disinfected each
time they are removed. Cleaning and rinsing are neces-
sary to remove mucus and fitm from the lens surface.
Disinfecting is necessary to destroy harmful germs.

* Always remove, clean, rinse, enzyme and disinfect tenses
according to the schedule prescribed by the eye care prac-
titioner. The use of an enzyme or any cleaning solution
does not substitute for disintectioa.

LENS CARE PRODUCT CHART

The foilowing solutions are recommended by Bausch &

- Lomb for use with BAUSCH & LOMB® Soflens66™ {alphatil-

con A) Visibility Tinted Contact Lenses; however, eye care
practitioners may recommend aiternative products and pro-
cedures for their patients. All compaonents necessary for
fens disinfection, cleaning and storage are available in
BAUSCH & LOMB® Care Kits.

Thermal Lens Care System

Action Care Product
Cleaning BAUSCH & LOMB® SENSITIVE EYES”
Daily Clearer

Rinsing, Disinfecting
& Storing Commercially available Heat
Disinfection Unit for Contact Lenses

used with:

BAUSCH & LOMB™ RelNu® Saline
Solution

BAUSCH & LOMB® SENSITIVE EYES®
Sterile Saline Spray

BAUSCH & LOMB® SENSITIVE EYES®
Saline Solution

BAUSCH & LOMB® SENSITIVE £YES

Plizs-
Enzymatic Protein ~ BAUSCH & LOMB® ReNu® Thermal
Removal Enzymatic Contact Lens Cleaner

BAUSCH & LOMB® Refu®
Effervescent Enzymatic Contact
Lens Cleaner

BAUSCH & LOMB® SENSITIVE EYES®
Enzymatic Contact Lens Cleaner

Chemical Leas Care System
Aclion Care Product

Cleaning BAUSCH & LOMB® ReNu® Multi-
Purpose Solution

BAUSCH & LOMB® SENSITIVE EYES®

Daily Cleaner
Disinfecting & BAUSCH & LOMB® ReNu® Multi-
Storing Purpose Solution
Rinsing BAUSCH & LOMB®™ ReNu® Multi-

Purpose Solution

BAUSCH & LOMB® SENSITIVE EYES®
Saline Solution

BAUSCH & LOMB® ReNu® Saling
Solution

BAUSCH & LOMB® SENSITIVE EYES®
Sterile Saline Spray

BAUSCH & LOMB® SENSITIVE EYES®

Plus
Enzymatic Protein BAUSCH & LOMB® ReNu®
Removal Etfervescent Enzymatic Contact

Lens Cleaner

7+




}ISION CORRECTION USE

AUSCH & LOMB® SofLens66™ (alphatilcon A) Visibility
inted Contacl Lenses

phencal Lenses for: Nearsightedness (Myopia),
arsightedness (Hyperopia), Not-Aphakic.

IESCRIPTION

he BAUSCH & LYMBY SofLens66™ (alphafilcon A)
isibility Tinted Contact Lens is available as a spherical
ns. The lens material {alphatilcon A) is a copalymer of
-hydroxethyl methacrylate, N-vinyl pyrrolidinone and
Aertiary butyl-2-hydroxycyclohexylmethacrylate, and is
3% water by weight when immersed in a sterile solution of
adium chloride and a borate buffer. This lens is

ted blue with up to 100 ppm of reactive biue dye 246.
1¢ BAUSCH & LOMB™ SotLens66™ (alphafilcon A)
isibility Tinted Contact Lens is a hemispherical shell of
& following dimensions:

Diameter: 13.5mm to 15.0mm
Genter Thickness:  0.05mm 1o 0.35mm
Base Curve: 7.5mm 10 9.5mm

2pwers (Spherical):  +8.00D to -20.00D
ie physical/optical properties of the lens are:

ecific Gravity: 1.075

sfractive index: 1.390

ght Transmittance

Tinted: C.1E. value—approximately 9%
ater Content; 66%

tygen Permeability:* 32

XK=32 x 10-11[cm30(STP) x cm]/(sec x cm?2 x mmHg)
35" C (Polarographic Method)

ACTIONS

In its hydrated state, the BAUSCH & LOMB® SofLens66™
(alphatilcon A} Visibitity Tinted Contact Lens when placed
on the =ernea acts as a refracting medium to focus light
rays on the retina.

INDICATIONS

The BAUSCH & LOMB® SoftLens66™ (alphafilcon A)
Visibility Tinted Contact Lens is indicated for daily wear or
extended wear from 1 1o 7 days between removals for
cleaning and disintection or disposal of the lens, as recom-
mended by the eye care practitioner. The lens is indicated
for the correction of refractive ametropia {(myopia and
hyperopia} in not-aphakic persons with non-diseased eyes,
exhibiting astigmatism of 2.00 diopters or less, that does
not interfere with visua! acuity.

NOTE: See the WARNINGS reference to the relationship
between lens wearing schedule and corneal complications

The lens may be disinfected using either a heat or chemical
disinfection system. Eye Care Practitioners may prescribe
the lens for frequent/planned replacement wearing sched-
uie.with cleaning, disinfection and scheduled reptacement of
the lens. The tens may be prescribed in powers ranging
from +8.00D to -20.00D.

CONTRAINDICATIONS (REASONS NOT T0 USE)

00 NOT USE the BAUSCH & LOMB* SofLens66™
(alphafilcon A) Visibility Tinted Contact Lens when any of
Ihe following conditions exist:

« Acute and subacute inflammation or infection of the
anterior chamber of the eye

« Any eye disease, injury, or abngrmality that affects the
cornea. conjunctiva. or eyelids

= Insufficiency of lacrimal secretion (dry eyes)
» Corneal hypoesthesia (reduced corneal sensitivity)

« Any systemic disease that may affect the eye or be
exaggerated by wearing contact lenses

» Allergic reactions of ocular surfaces or adnexa that may be
induced or exaggerated by wearing contact lenses or use
of contacl lens solutions

« Alergy to any ingredient, such as mercury or Thimerosal,
in a sotution which is to be used to care for the BAUSCH
& LOMB® SofLens66™ (alphafilcon A) Visibility Tinted
Contact Lens

« Any active corneal infection (bacterial, fungal, or viral)
« It eyes become red or irritated

WARNINGS

After a thorough eye examination, including appropriate
medical background, patients must be fully apprised by the
prescribing practitioner of all the risks with contact lens
wear. Patients shoutd be advised of the following warnings
pertaining to contact lens wear:

« Problems with contact lenses and lens care products
could result in serigus injury to the eye. It is essential that
patients follow their eye care practitioner’s direction and all
fabeling instructions for proper use of lenses and lens care
products. including the lens case. Eye problems, including
corneal uicers, can develop rapidly and lead to less of
vision.

« The need for strict compliance with the care regimen
including cleaning of the lens case, wearing restrictions.
wearing schedute, and follow-up visit schedule must be
emphasized to the patient

« Studies have shown that contact lens wearers who are

gry




smokers have a higher incidence of adverse reactions than
nonsmokers

XTENDED WEAR

The risk of uicergtive keratitis has been shown {o be
greater among users of extended wear contact lenses than
amang users of daily wear contact ienses. The risk among
extended wear lens users increases with the number of
consecutive days that the tenses are worn between
removals, beginning with the first overnight use. Some
researchers believe that these complicatioens are caused by
one ar mare of the following: a weakening of the cornea’s
resistance to infections, particularly during a closed-eye
condition, as a result of hypoxia; an eye environment
which is somewhat more conducive to the growth of bac-
teria and other microorganisms, particularly when a
regular periodic tens removal and disinfecting or disposal
schedule has not been adhered to by the patient; improper
ens disinfection or cleaning by the patient; contamination
of lens care progducts; poor personal hygiene by the
Jatient: patient unsuitability to the particular lens or
wearing schedute; accumulation of lens deposits: damage
0 the lens; improper fitting; fength of wearing time; and
he presence of ocufar debris or environmental contami-
ants. While the great majority of patients successfully
vear contact lenses, extended wear of lenses aiso is
eported to be associated with a higher incidence and
leqree of epithetial microcysts and infiltrates, and epithe-
13l polymegathism, which require consideration of discon-
inuation of restriction of extended wear. The epithelial
‘onditions are reversible upon discontinuation of extended
vear.

‘he reversibility of endothelial effects of contact lens wear
as not been conclusively established. As a result, practi-
oners views of extended wearing time vary from not pre-
cribing extended wear at all to prescribing flexible

wearing times from occasional overnight wear to prescrib-
ing extended wearing periods from 1 to 7 days with speci-
tied intervals of no lens wear for cerlain patients, with
follow-up visits, and wilh proper care regimen.

Some practitioners alsa recommend frequent replacement
af tenses at intervals such as one to two weeks. Other
praclitioners may prescribe disposable contact lens wear
where lenses are disposed of at each removal.

- If a patient experiences eye discomfort, excessive tearing,
vision changes, or redness of the eye, the patient should
be instrucled to immediately remove lenses and promptly
comtact his or her eye care practitioner.

PRECAUTIONS
Special Precautions for Eye Care Practitioners:

= Due 1o the small number of patients enroiled in clinical
investigation of lenses, alt refractive powers, design con-
figurations, or lens parameters avaitable in the lens mater-
ial are not evaluated in significant numbers. Consequently,
when selecting an appropriate lens design and parameters,
the eye care practitioner should consider all characteristics
of the leas that can affect lens performance and ocutar
health, including oxygen permeability, wettability, central
and peripherat thickness. and optic zone diameter.

The potentiat impact of these factors on the patient's
ocular health should be carefully weighed against the
patient’'s need for refractive correction: therefore, the con-
tinuing ocular heaith of the patient and lens performance
on eye should be carefully monitored by the prescribing
eye care practitioner. .,

» Fluorescein should not be used white the patient is
wearing the lenses, because the lenses will become discol-
ored. Whenever fluorescein is used. flush the eyes with

stenie saline solution. Wait at least 5 minutes before rein-
serting the lenses. If it is not passible to flush the eyes, wait
a minimum of 1 haur before reinserting the tenses.

If seplaced too soon, the lenses may absorb residuat
fluorescein.

- Before leaving the eye care practitioner’s office, the patient
should be able to promptly remove lenses or should have
someone eise available who can remove the lenses for
hirm or her,

Eye care practitioners should carefully instruct patients
about the following care regimen and safety precautions:

+ Different solutions cannot always be used together, and
not alf solutions are sae for use with al fenses. Use only
recommended solutions. -

- Never use solutions recommended for conventional hard
contact lenses only.

- Chemical disinfection solutions should nat be used with
heat unless specifically indicated on product labeling for
yse in both heat and chemical disinfection.

- Always use fresh unexpired lens care solutions.

- Always foliow directions in the package inserts for the
use of contact lens solutions.

- Sterile unpreserved solutions, when used, should be dis-
carded after the time specified in the labeling directions.

- Do not use safiva or anything other than the recom-
mended solutions far lubricating or wetting lenses.

- Always keep the lenses completely immersed in the rec-
ommended storage solution when the lenses are not
being worn. Prolonged periads of drying can damage
lenses. Foilow the lens care directions-for Care for a
Oried Qut {Dehydrated) Lens it lens surface does
become dried out.



* if the lens sticks (stops moving) on the eye, foliow the

recommended directions on Care for a Sticking Lens. The

lens should move freely on the eye for the continued
heaith of the eye. If nonmaovement of the lens continues.
the patient should be instructed to immediately consutt
tiis of her eye care practitioner.

« Always wash and rinse hands before handling lenses.
Da not get casmetics, lotions, soaps, creams, deodorants,
or sprays in the eyes or on the lenses. It is best to put on
lenses before putting on makeup. Water-base cosmetics
are less likely to damage lenses than oil-base products.

«Do not touch contact lenses with the fingers or hands if
the hands are not free of foreign materials, as microscopic
scratches of the lenses may occur, causing distoried
vision and/or injury to the eye.

« Carefully follow the handling, insertion, removal,
cleaning/disinfecting, storing and wearing instructions
in the Patient Information Booklet for the BAUSCH &
LOMB® Soflens66™ (alphafilcon A} Visibility Tinted
Contact Lens and those prescribed by the eye care practi-
tioner.

« Never wear lenses beyond the period recommended by the
eye care practitioner.

« {f aerosol produets such as hair spray are used while
wearing lenses, exercise caution and keep eyes clased
untif the spray has settled.

= Always handle lenses gently and avoid dropping them.

« Avoid all harmful or irritating vapors and fumes while
wearing lenses.

« Ask the eye care practitioner about wearing tenses during
water activities and other sports.

» Inform the doctor (health care practitioner) about being a
contact lens wearer.

* Never use tweezers or other tools to remove lenses from
the lens container unless specifically indicated for that use.
Pour the lens into the hand.

* Do not touch the lens with fingernails.

* Always discard lenses and lenses worn on a
frequent/planned replacement wearing schedule aiter the
recommended wearing schedule prescribed by the eye
care practitioner.

« Always contact the eye care practitioner before using any
medicing in the eyes.

« Always inform the employer of being a contact lens wearer.
Some jobs may require use of eye protection equipment or
may require that the patient not wear contact lenses.

« Some pafients will not he able to tolerate extended wear
even if able 1o toleraté the same or another lens on a daily
basis. Patients should be carefully evaluated for extended
wear prios to prescription and dispensing, and eye care
practitioners should conduct early and frequent follow-up
examination to determine ocular response 10 extended
wear.

« As with any contact tens, follow-up visits are necessary
to assure the continuing health of the patient’s eyes. The
patient should be instructed as to a recommended
foliow-up schedule.

ADVERSE REACTIONS

The patient shoutd be informed that the following problems
may oceur:

« Eye stinging, burning, itching (irritation), or other eye pain
« Comtort is less than when lens was first placed on eye

« Abnormal feeling of something in the eye {fereign body,
scratched area)

e

* Excessive watering (learing) of the eyes

* Unusual eye secretions

* Redness of the eyes

« Reduced sharpness of vision {poor visual acuity)
« Blurred vision, rainbows, or halos around objects
« Sensitivity to light {photophabia)

* Dry eyes

If the patient notices any of the above, he or she shoi
instructed to: ‘

« Immediately remove lenses.

« If the discomfart ar problem stops, then took closeh
lens. if the lens is in any way damaged, do not put t
back on the eye. Place the lens in the storage case 3
contact the eye care practitioner. if the lens has dirt,
eyelash, or other foreign body on it, or the problem
and the lens appears undamaged, the patient should
oughly clean, rinse. and disinfect the lenses; then re
them. After reinsertion, if the problem continues; the
patient should immediately remove the lenses and
consult the eye care practitioner.

if the above symptoms continue after remaval of the |
or upon reinsertion of a lens, or upon insestion of a ne
lens, the patient should immediately remove the lens
contact their eye care practitioner or physician, who
determing the need for examination, treatment or refei
without delay. (See Impartant Treatment Information 1
Adverse Reactions.) A serious condition such as infe¢
carneal ulcer, cornedl vascularization, or iritis may be

present, and may progress rapidly. Less serious reatio
such as abrasions, epithelial stinging or bacterial conjt
tivitis must be managed and treated carefully to avoid
serious complications.



essive watering {tearing) of the eyes

1sual eye secretions

Iness of the eyes

luced sharpness af vision (poor visual acuity)
‘red vision, rainbows, or halos around objecis
sitivity to light {photophobia)

eyes

patient notices any of the abave, he or she should be
cted to:

tediately remave lenses.

2 discomfort or problem stops, then look closely at the
i the lens is in arly way damaged, do not put the lens
on the eye. Fidce the lens in the storage case and

act the eye care practitioner. If the lens has dirt, an

1sh, or other foreign body on it, or the problem stops

‘he lens appears undamaged, the patient should thor-

{y clean, rinse, and disinfect the lenses; then reinsert
. After reinsertion, if the problem continues, the

nt should immediatefy remove the lenses and

ult the eye care practitioner.

ibove symptoms continug after remaval of the lens,

n reinsertion of a lens, or upon insertion of a new

\e patient should immediately remove the lens and

[ their eye care practitioner or physician, who must
ine the need for examination, treatment or referral

I defay. (See tmportant Treatment Information for

& Reactions.) A serious condition such as infection,
ulcer, carneal vascularization, or iritis may be

. and may progress rapidly. Less serious reations

; abrasions, epithelial stinging or bacterial conjunc-
wst be managed and treated caretutly to avoid more
conmplications.

Important Treatment Information lor Adverse Reactions

Sight-threatening ocular compiications associated with
contact lens wear can develop rapidly, and therefore early
recognition and treatment of problems are critical.
Intectious corneal ulceration is one of the most serious
potential complications, and may be amibiguous in its early
stage. Signs and symptoms of infectious corneat viceration
include discomfort, pain. inflammation, purulent discharge,
sensitivity to light, cells and flare and corneal infiitrates.

Initiat symptoms of a minor abrasion and an early infected
ulcer are sometimes similar. Accordingly. such epithelial
detect, if not treated properly, may develop into an infected
ulcer. In-arder to prevent serious progression of these con-
ditions, a patient presenting symptoms of abrasions or early
ulcers should be evaluated as a potentiat medical emer-
gency, treated accordingly, and be referred to a corneal spe-
cialist when appropriate. Standard therapy for corneal apra-
sions such as eye patching or the use of steroids or
steroidfantibiotic combinations may exacerbate the condi-
tion. If the patient is wearing a.contact lens an the atected
eye when examined, the lens should be removed immedi-
ately and the lens and lens care products retained for analy-
sis and culturing.

FITTING

Conventional metheds of fitting contact (enses apply to
BAUSCH & LOMB® SoflLens66™ (alphafilcon A) Visibility
Tinted Contact Lenses. It is very important for the eye care
practiioner to give the patient the Patient Information
booklet for SoflLensB6™ (alphafilcon A) Visibility Tinted
Cortact Lens and review it with the patient. For a detailed
description of the fitting technigues. refer to the BAUSCH &
LOMB™ SofLens66™ (alphafilcon A) Visibility Tinted Contact

Lens Professional Fitling and tnformation Guide, copies of
which are available from:

Bausch & Lomb Incorporated
Rochesler, New York 14692

Toll Free Telephone Number

in the Continental U.S ., Alaska, Hawaii
1-800-828-9030

in New York State

1-800-462-1720

WEARING SCHEDULE

It is recommended that cantact lens wearers see their eye
care practitioner twice each year or if directed, more fre-
quently.

Daily Wear:

There may be a tendency for the daily wear patient to over
wear the lenses initially. Therefore, the importance of adher-
ing to a proper, initial daily wearing schedule should be
stressed to these patients.

The wearing schedule should be gertermined by the eye
care practitioner. The wearing schedule chosen by the eye
care practitioner should be provided to the patient.

Extended Wear (Grealer than 24 hours or while asleep):

The wearing schedule should be determined by the pre-
scribing eye care practitioner for each individual patient,
based upon a full examination and patient histery as well as
the practitioner's experience and protessional judgement.
Bausch & Lomb recommends beginning extended wear
patierits with the recommended initial daily wear schedule,
{ollowed by a period of daily wear, and then gradual intro-
duction of extended wear one night at a time. unless

5
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CAUTION: Federal (U.S.A.) Law Prohibits Dispensing
Without Prescription.

The BAUSCH & LOMB* SofLensB6™ (alphaliicon A)
Visibility Tinted Contact Lens is made trom a copolymer with
a waler content of 66% by weight.

The BAUSCH & LOMB™ SoflensB6™ (alphatiicon A)

.. Visibility Tinted Contact Lens is available as a spherical

lens. The lens material (alphafilcon A) is a copolymer of
2-hydroxyethyl methacrylate, N-vinyl pyrrolidinone and
4-tertiary butyl-2-hydroxycyclohexyimethacrylate, and is

* 66% water by weight when immersed in a sterile soiution
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IMPORTANT: This Fitting Guide has been developed to
provide practitioners with information covenﬂg character-
istics of the BAUSCH & LOMB" SofLens66 '™ (alphafitcon
A) Visibitity Tinted Contact Lens and to illustrate fitting

Introduction

For a complete lisling of available lens parameters, please
refer to LENS PARAMETERS AVAILABLE.

Product Description

of sodium chloride and a borate buffer. This dens is tinted
blue with up to 100 ppm of reactive blue dye 246.

The physical/optical properties of the lens are:

Specific Gravity: 1.075
Refractive Index: 1.390

AU

Handlingoflenses ... ...................... 5
Patient Lens Care Directions .. ............... 5
Lens Deposits and Use of Enzymatic )

Cleaning Procedure . ... .......... ... .. . 8
Heat (Thermal) Lens Disinfection .. ......... ... 5
Thermal Lens Care System ... ............ ... 5
Emergency (Alternate) Method for -

Heat (Thermal) Disinfection ................ 6
Chemical (Not Heat) Disinfection .

{Including Hydrogen Peroxide) . ............. 6
Chemical Lens Care System .. ............... 6
AlltensCareSystem . ... ... .............. 6
Care for a Dried-Out (Dehydrated) or Dry Lens . . . .. [
Care for a Sticking (Nonmoving) Lens . .. ... ... .. 6

Reporting of Advers=.Reactions ............ ... 6

How Supplied . ...... ... ... ... ........... 6

procedures. It is effective as of 12/96 and supersedes all
prior fitting guides for the product described. Please read
carefully and keep this information for future use.

Light Transmittance Tinted:
C.L.E. value—approximately 99%
Water Content: 66%
Oxygen Permeability:* 32
*DK=32 x 1071 1{em'D, (STP) x cm){sec x em' x mmHg)
@35 C (Polarographic Method)

Lens Parameters Available |

The BAUSCH & LOMB® Sotl.ens66™ (alphatilcon A)
Visibility Tinted Contact Lens is a hemispherical sheil of
the follewing dimensions: ‘
Diameter: 14.2mm
Genter Thickness: 0.09mm to 0.12mm

Base Curve: The base curve is a spherical surface flatter
than the corneal curvature. The base curve is available
in 8.4mm (F/M) and 8.1mm (S/M). (Reter to “Selection
of Patients™ section for explanation.)

Powers: (Spherical):
-0.500 to -6.000 in 0.250 steps
-6.000 to -9.000 in 0.50D steps

. How The Lens Works (Actions)

in its hydrated state, the BAUSCH & LOMB” SofLens66™
(alphatilcon A) Visibility Tinted Contact Lens when placed

The BAUSCH & LOMB® Soflensb6™ (alphafilcon A)
Visibility Tinted Contact Lens is indicated for daily wear or
uiended wear from 110 7 days betwaen removals for
cleaning and desinfection or disgosal of the lens, as
recommended by the eye care practitioncr The iens is
indicated for the correcticn of refractive ametropia
{(myopia and hyperopia) in not-aphakic persons with non-

on the cornea acts as a retraclmg medium to focus light
rays on the retina.

Indications

diseased eyes, exhibiting astigmatism of 2.00 diopters or
less, that does not interfere with visual acuity.

Noie: See the WARNINGS reference to iha reiaticnshin
petween lens weaiing schedule and cerncal complica-
tions.

Tie iens may be disinfected using either 2 heat or

chemical disinfection system. Eye Care Practitioners may
prescribe the lens for frequent/planned replacement
weanng scheaule, with cleaning, disintection and
scheguled replacemaent of the iens. The lzns may be
prescribed in powers ranging from +8.00D to -20.00D.

Contraindications (Reasons Not To Use)

DO NOT USE the BAUSCH & LOMB® SofL.ens66™

(alphafilcon A) Visibility Tinted Contact Lens when any

of the foliowing conditions exist:

* Acute and subacute inflammation or infection of the
anterior chamber of the eye

« Any eye disease, injury, or abnermality that affects
the cornea, conjunctiva, or eyelids

» Insutficiency of lacrimal secretion (dry eyes)

« Corneal hypoesthesia (reduced corneal sensitivity)

« Any systemic disease that may alfect the eye or be
exaggerated by wearing contact lenses

« Allergic reactions of ocular surfaces or adnexa that
may be induced or exaggerated by wearing contact
lenses or use of contact lens solutions

« Allergy to any ingredient, such as mercury or
Thimerosal, in a solution which is to be used to care
for the BAUSCH & LOMB® SofLens66™ '
(alphafilcon A) Visibility Tinted Contact Lens

« Any active corneal infection (bacterial, fungal, or
viral}

« if eyes become red or irritated.

. .aQ




After a thorough eye examination, including appropriate

medical background, patients must be fully apprised by

the prescribing practitioner of all the risks with contact
lens wear. Patients should be advised of the following
warnings pertaining to contact fens wear:

« Probidms with contact lenses and lens care products
could result in serious injury to the eye. It is essential
that patients follow their eye care practitioner’s direction
and aHl labeling instructions for proper use of lenses and
lens care products, including the iens case. Eye
problems, including corneal ulcers, can develop rapidly
and lead to loss of vision.

« The need for strict compliance with the care regimen
including cleaning of the lens case, wearing restrictions,
wearing schedule, and follow-up visit scheduie must he
emphasized to the patient.

« Studies have shown that contact lens wearers who are
smokers have a higher incidence of adverse reations
than nonsmokers.

EXTENDED WEAR

* The risk of uvicerative keratitis has been shown to be
greater among users of extended wear contact ienses

Special Precautions for Eye Care Practitioners:

« Due to the small number of patients enrolied in clinicat
investigation of lenses, all refractive powers, design
configurations, or lens parameters available in the lens
materiat are not evaluated in significant numbers.
Consequently, when selecting an appropriate lens

.. design and parameters, the eye care practitioner should

consider all characteristics of the lens that can affect

lens performance and ocular heaith, including oxygen
permeability, wettability, central and peripheral
thickness, and optic zone diameter.

The potential impact of these factors on the patient's
aocular health should be carsfully weighed against the
patient's need for refractive correction; theretfore, the
continuing ocular health of the patient and fens perfor-
mance on the eye should be carefully monitored by the
prescribing eye care practitioner.

Fluorescein shauld not be used while the patient is

wearing the ienses, because the lenses will become

discolored. Whenever fluorescein is used, flush the eyes
with stesile saline solution. Wait at least S minutes
before reinserting the lenses. I it is not possibie to
flush the eyes, wait a minimum of 1 hour before rein-
serting the lenses. If replaced teo soon, the lenses may
absorb residual fluorescein.

Before leaving the eye care practitioner’s office, the

patient should be abie to promptly remove lenses or

shoulg have someone eise available who can remove
the lenses for him or her.

Eye care practitioners should carefully instruct patients
about the following care regimen and safety precautions:
« Different solutions cannot always be used together, and
not all solutions are safe for use with afl lenses. Use
only recemmended soletions.
—Hever use solutions recommended for conveniional
hard contact lenses only.
—Chemical disinfection solutions should not be
used with heat unless specitically indicated on

The patient should be informed that the following

problems may occur:

« Eyes stinging, burning, itching (irritation); or other eye
pain

* Comfort is less than when lens was first placed on eye

« Abnormal feeling of something in the eye (foreign body,

. scratched area)

Adverse Reactions

Warnings

than among users of daly wear contact lenses. The
risk among extended wear lens users increases with
the number of consecutive days Lhat the lenses are
worn between removals, beginning with the first
overnight use. Some researchers believe that these
complications are caused by one or more of the
following: a weakening of the comea’s resistance to
infections, particularly during a closed-eye condition,
as a result of hypoxia; an eye environment which is
somewhat moce conducive 1o the growth of bacteria
and other microorganisms, particularly when a regular
periodic lens removal and disinfecting or disposal
schedule has not been adhered to by the patient;
improper lens disinfection or cleaning by the patient:
contamination of lens care products; poor personal
hygiene by the patient; patient unsuitability to the
particular lens or wearing schedule; accumutation of
lens deposits; damage to the lens; improper fitting:
tength of wearing time; and the presence of ocular
debiris or environmental contaminants. While the great
majority of patients successfully wear contact lenses,
extended wear of lenses also is reported to be associ-
ated with a higher incidence and degree of epithelial

Precautions

product labeling for use in both heat and chemical
disinfection.
—Always use fresh unexpired lens care solutions.
—Always follow directions in the package inserts for
the use of contact lens solutions.
—Sterile unpreserved solutions, when used, should
be discarded after the time specified in the labeling
dirgctions.
—Do not use saliva or anything other than the recom-
mended solutions for lubricating or wetting lenses.
—Always keep the lenses completely immersed in the
recommended storage solution when the lenses are
not being worn. Prolonged periods of drying can
damage lenses. Follow the lens care directions for
Care for a Dried-Qut (Dehydrated) Lens if lens
surface does become dried out.
If the iens sticks (Stops moving) on the eye, follow the
recommended directions on Care for a Sticking Lens.
The lens should move freely on the eye for the -
comtinued heaith of the eye. It nonmovement of the lens
continues, the patient should be instructed to immedi-
alely consult his ar her eye care practitioner.
Always wash and rinse hands before handling lenses.
Do not get cosmetics, lotions, soaps, creams, deodor-
ants, or sprays in the eyes or on the lenses. It is best to
put on lenses before putting on makeup. Water-base
cosmetics are less likely to damage lenses than oil-base
products.
Do not touch contact lenses with the fingers or hands if
the hands are not free of foreign materials, as micro-
scopic scratches of the lenses may occur, causing
distorted vision and/or injury to the eye.
Carefully follow the handling, insertion, removal,
clraning/disinfecting. storing and wearing instructions
in tiie Patient {rformalion Houklet far the
BALISCH & LOMB" Sofi.ens66'™ (alphatiicon A)
Visibility Tinted Contact Lens and those prescribed by
the eye care practitioner.

Excessive watering (tearing) of the eyes

Unusual eye secretions

Redness of the eyes

Reduced sharpness of vision (poor visual acuity)
Blurred vision, rainbows, or halos around objects
Sensitivity to light (photophobia) :
Dry eyes

microcycsts and infitrates, and epithelieal poly- .
megathism, which require consideration of disconfinu-
ation or restriction of extended wear. The epithelial
conditions are reversible upon discontinuatic of
extended wear.

The reversibility of endothelial effects of contact lens
wear has not been conclusively established. As a result,
practitioners views of extended wearing times vary from
not prescribing extended wear af ail to prescribing
flexible wearing times from occasional overnight wear to
prescribing extended wearing periods from 1 1o 7 days
with specified intervals of no lens wear for certain
patients. with follow-up visits, and with proper care
regimen. Some practitioners also recommend frequent
replacement of ienses at intervals such as one to two
weeks. Other practitioners may prescribe disposable
contact lens wear where lenses are disposed of at each
removal.

« If a patient experiences eye discomfort, excessive
tearing, vision changes, or redness of the eye. the
patient should be instructed to immediately remove
lenses and promply contact his or her eye care practi-
tioner

» Never wear lenses beyond the period recommended by

the eye care practitioner.

1t aerosol products such as hair spray are used while

wearing lenses, exercise caution and keep eyes closed

until the spray has settied.

* Always handie lenses gently and avoid dropping them.

Avgid all harmtul or irritating vapors and fumes while

wearing ienses.

* Ask the eye care practitioner about wearing ienses

during water activities and other sports.

Inform the doctor (heaith care practitioner) about being

a contact lens wearer.

Never use tweezers o other tools to remove lenses

from the lens container unless specifically indicated for

that use. Pour the lens into the hand.

Do not touch the lens with tingernails.

Always discard lenses worn an a frequent/planned

replacement wearing schedule after the recommendeg

wearing schedule prescribed by the eye care practi-
tioner.

« Always contact the eye care practitioner before using
any medicine in the eyes.

- Always inform the employer of being a contact lens
wearer. Some jobs may require use of eye protection
equipment 0r may require that the patient not wear
contact Iense;.

« Some patients will not be able to tolerate extended
wear even if able to tolerate the same or another lens
on a daily wear basis. Patients should be carefully
evalualed for extended wear prior to prescription and
dispensing, and eye care practitioners should conduct
early and frequent follow-up examination to determine
ocular response to extended wear.

« As with amv rentact Jens, follow-up visits ara necessary
¢ assure iha continning heaith of tha patient's ¢yes.
Tne patient should be instructed as te a recominended
foltow-up schedule.

If the patient natices any of the above, he or she should
be instructed to:

* Immedialely remove lenses.

« If the discomfort or problem stops, then Iouk closely at
the tens. If the lens is in any way damaged, do not put
the lens-back on the eye. Place the lens in the storage
case and contact the eye care practitioner. If the lens
has dirt, an eyelash, or other foreign body on it, or the




problem stcps and the lens appears undamaged, the
patient should thoroughly clean, rinse, and disinfect the
lenses; then reinsert them. After reinsertion, it the
problem continues, the patient should immediately
remove the lenses and consull the eye care
praclitioner.

11 the above symptoms continue after removal of the
lens, or upon reinsertion of a lens, or upon insertion of a
new lens, the patient should immediately remove the
lens and contact their eye care practitioner or physician,
who must determine the need for examination, treatment
or referral without delay. (See tmportant Treatment
information for Adverse Reactions.) A serious condition
such as infection. corneal ulcer, corneal vascutarization, or

| Selection Of Patients

Persons who require only vision correction and who
would not or could not adhere to a recommended care
regimen for BAUSCH & LOMB" SofLens66™ (alphafilcon
A) Visibility Tinted Contact Lenses or are unable o place
and remove the lenses should not be provided with them.
Failure to foliow handling and cleaning instructions could
lead to serious eye infections which might result in
corneal uicers.

Patient communication is vital because it relates not
only to patient selection but also to ensure compliance. It
is also necessary to discuss the information contained in
the Patient Information Bookiet with the patient at the time
of the initial examination.

Patients selected to wear BAUSCH & LOMB"
SofLens66™ (alphatilcon A) Visibility Tinted Contact
Lenses should be chosen for their motivation to wear
contact lenses. general health and cooperation. The eye
care practitioner must take care in selecting. examining
and instructing contact lens patients. Patient hygiene and
willingness to follow practitioner instructions are essential
to their success.

A detailed history is crucial to determining patient
needs and expectations. Your patient should be ques-
tioned regarding vocation, desired lens wearing time (fult
or part time), and desired lens usage (reading, recreation
or hobbies).

Initial evaluation of the trial lens should be preceded
by a complete eye exammation, including visual acuity
with and without correction at both distance and near,
keratometry and slit lamp examination.

It is normal for the patient to experience mitd
symptoms such as lens awareness, variable vision, occa-
sional tearing (watery eyes) and slight redness during the
adaptation period. Although the adaptation period varies
for each individual, generally within one week these

1. Pre-fitting Examination

A pre-fitting patient history and examination are necessary to:

* determine whether a patient is a suitable candidate for
daily wear couiact iensas (consider patient hygisne and
manta! ang physical state).

« make ccular measurements for initial contact lens
parameter selection,

« coilect and record baseline chinical information to which
post-fitting examination results can be compared.

A pre-fitling examination shoutd includc spieic-
cylinder refraction and VA, keratometry, biomicroscopic
examination.

2. Initial Lens Power & Base Curve Selection

A. Lens power is determined from the patient's spherical
equivalent prescription corrected to the corneal plane.
For patients with the flattest corneal curvature flatter
than 45.000, select the F/M base curve as the initiat
lens. For patients with the flattest corneal curvature
steeper than or equal to 45.000, select the S/M base

intis may be present, angd may progress rapidly. Less
serious reactions such as abrasions, epithelial stinging or
bacterial conjunctivitis must be managed and treated
carefully 10 avoid more seiiGus complications.

Important Treatment Information for Adverse
Reactions :

Sight-threatening ocular complications associated with
contact lens wear can develop rapidly, and therefore early
recognition and treatment of problems are critical.
Infectious corneal ulceration is one of the most serious
potential complications, and may be ambiguous in its early
stage. Signs and symptoms ol infectious corneal ulcera-
tion, purulent discharge, sensitivity to light, cells and flare
and corneal infiltrates.

symptoms will disappear. if these symptoms persist, the
patient should be instructed 1o contact their eye care prac-
{itioner.

Base Curve Explanation and Application

The material properties of SofLens66™ coupled with a
unique posterior design provides good visual acuity by
aligning the central curve closely to the cornea, while
providing the sagittal depth necessary for goad lens
centratien. Hence, while the equivalent base curve of the
lens, as calculated from the measured lens sag and
diameter. is either 8.1mm or 8.4mm in radius, practi-
tioners will find that clinically the SofLens66™ lens fits the
average patient's eye more “loosely” than they weuld
anticipate. In fact, practitioners may note that the 8.4mm
base curve lens appears to move and center similar to a

Softens66™
FIM

AR

_ Initial symptoms of a minor abrasion and an early
infected ulcer are sometimes similar. Accordingly, such
epithehial defect, if not treated properly, may develop into
an infected uicer. in order to prevent serious progression
of these conditions, a patient presenting symptoms of
abrasions or early uicers should be evaluated as a
potential medical emergency, treated accordingly, and be
referred 10 a corneal specialist when appropriate.
Standard therapy for corneal abrasions such as eye
patching or the use of steriods or steroid/antibiotic combi-
nations may exacerbate the condition. if the patient is
wearing a contact lens on the alected eye when
examined, the lens should be removed immediately and
the tens and lens care products retained for analysis and
culturing.

Bausch & Lomb Polymacon iens with an equivalent base
curve of 8.7, or even 3.0mm, while the 8.1mm
SofLens66™ appears to move and center similar to a
Bausch & Lomb Polymacon lens with an equivalent base
curve of 8.4, or 8.7mm. Therefore, the Sofl ens66™ 8.4
base curve is designated as F/M, indicating that the lens
fitting characteristics are simifar to a Polymacon Medium
{8.7mm BC) or Fiat (3.0mm BC) design, and the
SofLens66™ 8.1 base curve is designated as S/M. indi-
cating that the lens fitting characteristics are similar to a
Polymacon Steep (8.4mm BC) or Medium (8.7mm BC)
design. The diagram below indicates the corneal curvature
range that can be adequately fit with the SofLens66™ S/M
andF/M base curves, and compares that range to those
recommended for Optima® FW contact lenses with 8.4,
8.7, and 9.0 base curves

Modulus = 30
SM

37 39 41 43

Optima® FW

Proportional Number of Patients With
Clinically Acceptable Fits

¥ 018¥ a4 @
Central K

Fitting Pro cedure

curve as the initial lens.

B. Aliow the lens to remain on the eye long enough
{10 to 20 minutes) to achieve a state of equilibrium.
Smati vanaiiens in the tonicity. pH oi the lens coly-
ticns, and individuzi tear compesition may cause
shight changes in fitting characteristics.

C. Allcw any increase in iear tiow tG subside before rval-

uating the lens. The time required will vary with the
individual.

3. initial Lens Evaluation
A. To determine proper iens parameters observe the lens

relationship fo the eye using a slit lamp.

+ Movement: The lens should provide discernible
mavement with:
—Primary gaze blink
—Upgaze biink
—Upgaze lag

« Centration: The lens should provide full corneal cov-
erage.

4. Follow-up Care
A. Follow-up examinations are necessary 1o ensure continued

45 47 19

B. Lens evaluation allows the contact lens fitter to evaiu-
ate the lens/cornea relationship in the same manner as
would be done with any soft lens. if after the lens has
scitien ¢n the gye. ihe pabent reponts lons sensation,
ur i the iens is 1INO¥ingG oF geseniering axcessively. a
steeper hase curve should be selected. Alternatively, if
the patient reporis variable vision, or if the lens shows
insufficient movement, then a flatter base curve should
be selected.

successful contact lens wear. From the day of dispensing,
the lollowing schedule is a suggested guideline for
follow-up.

* 3 or 4 days post-dispensing

* 10 days

« 1 month

¢ 3 months

* every six months theseafter

-



" At the intial follow-up evaluations the eye care prac-
titioner should again reassure the patient that any of
the previously described adaptive symptoms are
normal, and that the adaptation period should be
relatively briel.

B. Prior to a follow-up examination, the contact lenses
should be worn for at least 4 continuous hours and
the patient should be asked to identify any problems
which might be occurring related to contact lens wear.

C. With lenses in place on the eyes, evafuate fitting per-
formance 10 assure that CRITERIA OF A WELL FITTED

LENS continue to be satistied. Examine the lenses

closely for surface deposition and/or damage.

D. After the lens removal, instill sodium fluorescein
(unless contraindicated) into the eyes and conduct
thorough biomicroscopy examination.

1. The presence of vertical corneal striae in the poste-
rior central cornea and/or carneal neovascuiariza-
tion may be indicative of excessive corneal edema.

2. The presence of corneal staining and/or limbal-
conjunctival hyperemia can be indicative of an
unclean lens, a reaction 10 solution preservatives,

excessive lens wear, and/or a poorly fitling lens.
3. Papillary conjunctival changes may be indicative of
an unclean and/or damaged lens.

It any of the above observations are jucged
abnormal, various professional judgments are neces-
sary lo alleviate the problem and restore the eye to
optimal conditions. If the CRITERIA OF A WELL
FITTED LENS are not satisfied during any follow-up
examination, the patient should be re-fitted with a
more appropriate lens.

Practitioner Fitting Sets

All lenses that have been opened must be discarded after
each use.

it is recommended that contact lens wearers see their eye
care practitioner twice each year or if directed, more
frequently.
Daily Wear:
There may be a tendency for the daily wear patient 1o over
wear the lenses initially. Therefore, the importance of
adhering to a proper, initial daily wearing schedule should
be stressed to these patients.

The wearing schedule should be determined by the eye
care practitioner. The wearing schedule chosen by the eye

1. Criteria of a Well-fitted Lens

It the initial iens selection fully covers the cornea, provides
discernible movement after a blink, is comfortable for the
patient and provides satistactory visual performance. it is
a well-fitted lens and can be dispensed.

2. Characteristics of a Tight (Steep) Lens

A lens which is much too steep may subjectively and
objectively cause distortion which will vary after a blink.

Wearing Schedule

care practitioner shou!d be provided to the patients.

Extended Wear {Greater than 24 hours or while
asleep):

The wearing scheduie should be determined by the
prescribing eye care practitioner for each individual
patient, based upon a full examination and patient history
as well as the practitioner's experience and professional
judgement. Bausch & Lomb recommends beginning
extended wear patients with the recommended initial daily
wear schedule, followed by a period of extended wear one

Clinical Assessment

However, if a lens is only marginally steep, the initial
subjective and objective vision and comfort findings may
be quite good. A marginally steep lens may be differenti-
ated from a properly fitted lens by having the patient gaze
upward. A properly fitted lens will tend to slide downward
approximately 0.5mm while a steep tens will remain rela-
tively stable in relationship to the cornea, particularly with
the blink.

night at a time, unless individual considerations indicate
otherwise. The practitioner should examine the patient in
the early stages of extended wear to determine the
corneal response. The lens must be remaved, cleaned
and disinfected or diposed of and replaced with a new
iens, as determined by the prescribing eye care practi-
tioner. (See the factors discussed in the Warnings
section.) Once removed, a lens should remain out of the
eye for a period of rest overnight or longer, as deter-
mined by the prescribing eye care practitioner.

3. Characteristics of a Looss (Flat) Lens

If the lens is too flat, it will:

-—decenter, especiaily on post-blink.

—have a tendency to edge [ift inferiorly and sit on the
lower lid, rather than positioning between the sclera
and palpebral conjuncliva.

—have a tendency to be uncomtortabie and irritating with
fluctvating vision.

—nhave a tendency to drop or lag greater than 2.0mm on
upgaze post-blink.

Monovision Fitting Guidelines

1. Patient Selection

A. Monovision Needs Assessment

For a good prognosis the patient should have adequately

corrected distance and near visual acuity in each eye.

The amblyopic patient or the patient with significant

astigmatism (greater than one [1] diopter) in one eye

may not be a good candidate f%momvision with the

BAUSCH & LOMB® Sofl.ens66 " (aiphafilcon A) Visibility

Tinted Contact Lens.

Occupational and environmental visual demands should
be considered. if the patient requires critical vision (visual
acuity and sterenpsis) it shouid be determined by trial
whether this patient can function adeguaiely wiih inong-
vision. Monovision contact lens wear inay iot be cplimai
for such activities as:

1. visuallty demanding siluations such as operating pctern-
tialty dangerous machinary or performing othes poten-
tially hazardous activities: and

2. driving automobiles (e.g., driving at night). Patients
who cannot pass their state drivers license require-
meants with monovision correction should be advised to
not drive with this correction, OR may require that
additional over-correction be prescribed.

B. Patient Education

Al patients do not function equatly well with monovision
correction. Patients may not perform as well for certain
tasks with this correction as they have with bifocal
réading glasses. Each patient should understand that

monovision, as well as other presbyopic contact lenses,
or other aiternative, can create a vision compromise that
may reduce visual acuity and depth perception for
distance and near tasks. During the fitting process it is
necessary for the patient 1o realize the disadvantages as
well as the advantages of clear near vision in straight
ahead and upward gaze that monavision contact lenses
provide.

2. Eye Selection

Generally, the non-dominant eye is corrected for near
vision. The following test for eve dominance can be used.

A. Cediar Prefeience Deternrvination Miethods

Method 1—Determine which eye is the “sighting
dominani eye.” Have the patient point to an gbject at the
iar end of the room. Cover one eye. if the patient is stifi
pointing directly at the object, the aye being used is the
dominant (sighting) eve.

Method 2—Determine which eye will accept the added
power with the least reduction in vision. Place a trial
spectacle near add iens in front of one eye and then the
other while the distance refractive error correction is in
place for both eyes. Determine whether the patient
functions best with the near add lens over the right or

left eye.

B. Refractive Error Method

For anisometropic carrections. it is generally best to fit
the more hyperopic (less myopic) eye for distance and the

more myopic (less hyperopic) eye for near.

C. Visual Demands Method

Consider the patient’s occupation during the eye selection
process to determine the critical vision requirements. if a
patient's gaze for near tasks is usually in one direction
correct the eye on that side for near.

Example: A secretary who places cnpy to the left side of
the desk will usually function best with the near lens on
the feft eye.

3. Special Fitting Considerations

Unilateral Lens Corieciiun

Tnere are circumstances wherg orly cne contact icns is
required. As an example, an emmetronic patient would
only reguire a near lens while a bitateral myope may
require anly a distance lens.

Oxample: A presbyopic ammetropic patient whe requires
a +1.75 diopter aud would have a +1.75 lens on the near
eye and the other eye left without a lens.

A presbyopic patient requiring a +1.50 diopter add who
is —2.50 diopters myopic in the right eye and —-1.50
diopters myopic in the left eye may have the right eye
corrected for distance and the left uncorrected for near.

4. Near Add Determination

Always prescribe the lens power for the near eye that
provides optimal near acuity at the midpoint of the




patient's habitual reading distance. However, when more
than one power provides optimal reading performance,
prescribe the least plus (most minus) of the powers.

5. Trial Lens Fitting

A trial fitting is performed in the office to allow the patient
to expefience monovision correction. Lenses are fit
according to the directions in the general fitting
guidelines.

Case history and standard clinical evaluation procedure
should be used to determine the prognosis. Determine
which eye is to be corrected for distance and which eye is
10 be corrected for near. Next determine the near add.
With trial lenses of the proper power in place observe the
reaction to this mode of correction.

immediately after the correct power lenses are in place,
walk across the room and have the patient look 3t you.
Assess the patient's reaction to distance vision under
these circumstances. Then have the patient look at
famitiar near objects such as a walch face or fingernails.
Again assess the reaction. As the patient continues to look
around the room at both near and distant objects. observe
the reactions. Only after these vision tasks are completed
should the patient be asked to read print. Evaluate the
patienl's reaction to large print (e.g. typewritien copy) at
first and then graduate to newsprint and finally smaller
type sizes.

After the patient's performance under the above condi-
tions is completed, tests of visual acuity and reading
ability under conditions of moderately dim illumination
shauid be attempted.

Patient Lens Care Directions:

Eye care practitioners should review wilh the patient lens care
directions, including both basic lens care information and
specific instructions on the lens care regimen recommended
toi the patient.

General Lens Care (To First Clean and Rinse,
Then Disinfect Lenses)

Basic Instructions:

 Always wash, rinse, and dry hands before handling conlact
fenses.

* Always use fresh unexpired lens care solutions.

* Use the recommended system of lens care, either hieat
(thermal) or chemical (not heat) and carefully follow instruc-
tions on sofution labeling. Difierent solutions cannot always
be used logether, and not all solutions are safe for use with
all lenses. Do not alternate or mix lens care sysiems
uniess indicated on solution labeling.

* Do not use saliva or anything other than the recommended
solutions for Jubricating or rewetting lenses. Do not put
lenses in the mouth,

Thermal Lens Care System
Actian
Cleaning

Rinsing, Disinfecting & Stoiing

Enzymatic Protein Removal

An initial unfavorable response in the office, while indica-
tive of a guarded prognosis, should not immediately rule
out a more extensive trial under the usual conditions in
which a patient functions.

6. Adaptalion

Visually demanding situations should be avoided during
the initial wearing period. A patient may at first experience
some mild blurred vision, dizziness, headaches, and a
teeling of slight imbalance. You should explain the adapta-
tional symptoms to the patient. These symptoms may fast
far a brief minute or {or several weeks. The longer these
symptoms persist, the poorer the prognosis for
successful adaptation.

To help in the adaptation process the patient can be
advised to first use the lenses in a comfortable famitiar
enviranment such as in the home. -

Some patients feel that avtomobile driving performance
may not be optimal during the adaptation process. This is
particularly true when driving at night. Before driving a
motor vehicle, it may be recommended that the patient be
a passenger first to make sure that their vision is satisfac-
tory for operating an automobile. During the first several
weeks of wear (when adaptation is occurring), it may be
advisable for the patient to only drive during optimal
driving conditions. Atter adaptation and success with
these activities, the patient should be able to drive under
other conditions with caution.

7. Other Suggestions
The success of the monovision technigue may be further

Handling Of Lenses

* Lenses should be cleaned, rinsed, and disinfected
each lime they are removed. Cleaning and rinsing are
necessary to remove mucus and film from-the lens surface.
Disinfecting is necessary to destroy harmful germs.

* Always remove. clean, rinse, enzyme and disinfect lenses
according to the schedule prescribed by the eye care pracli-
tioner The use of an enzyme or any cleaning solution does
not substitute for disinfection.

Lens Deposits and Use of Enzymatic
Cleaning Procedure:

Enzyme cleaning may be recommended by the eye care practi-
tioner. Enzyme cleaning removes protein deposits on the lens.
These deposits cannot be removed with regular cleaners.
Removing protein deposis is importan! for the weli-being of

the patient’s lenses and eyes. If these deposits are not removed,

they can damage the lenses and cause ifritation.

Enzyme cleaning does NOT replace routine cieaning and
disinfecting. For enzyme cleaning, the patient should caretully
tollow the instructions in the enzymatic cleaning labeling.

Care Product

BAUSCH & LOME  SENSIFIVE EVES Daly Cieaner

Commercially available Heat Disintection Unit for Contact Lenscs used with:

BAUSCH & LOMB” ReNy™ Saline Sclution

BAUSCH & LOMB* SENSITIVE EYES' Sterife Safine Spray
BAUSCH & LOMB  SENSITIVE EYES Saline Solution
BAUSCH & LOMB® SENSITIVE EYES® Plus

BAUSCH & LOMB® ReNu® Thermal Enzymatic Contact Lens Cleaner
BAUSCH & LOMB® ReNu” Effervescent Enzymatic Contact Lens Cleaner
BAUSCH & LOMB® SENSITIVE EYES" Enzymatic Contact Lens Cleaner

improved by having your patient follow the suggestions

below.

—Having a third contact lens (distance power) to use when
critica! distance viewing is needed.

——Having a third contact lens (near power) to use when
critical near viewing is needed.

—Having supplemental spectacles 1o wear over the mono-
vision contact lenses for specific visual tasks may
improve the success of monovision correction. This is
particularly applicable for those patients who cannot
meet state licensing requirements with 2 monovision
correction.

—Make use of proper ilumination when carrying out visual
tasks.

Success in fitting monovision can be improved by the
following suggestions:
—Reverse the distance and near eyes if a patient is having
trouble adapting.

—Refine the lens powers if there is trouble with adaptation.
Accurate lens power is critical for presbyapic patients.
—Emphasize the benefits of the clear near vision in straight

ahead and upward gaze with monovision.

* The decision to fit a patient with a manovision correction
is most appropriately left to the eye care practitioner in
conjunction with the patient affer carefully considering the
patient’s needs.

* Al patients should be supplied with a copy of the
Soflens66 "™ (alphafilcon A) Visibility Tinted Contact Lens
Patient Information Booklet.

Heat (Thermal) Lens Disinlection:

» After cleaning and thoroughly rinsing contact lenses with
recommended sotutions, prepare the emply lens storage
case. To keep the ienses wel during disinfection, use
the solution that is recommenged by the lens manufacturer
and/ar the eye care practitioner.

« Wel the lens chambers (sections) with fresh saline solution.

 Pul gach lens into its correct chamber.

« Fill the chamber of the case 10 the ling with fresh saline
salution. Completely caver the lenses.

« Tightly close the top on each chamber of the lens
slofage case.

* Put the fens storage case into the disinfection unit and lotlow
the disinfection unit manufacturers directions for operating
lhe unit {turning the unit on. assuring that it works. and
leaving i on lor a sufficient time o disinfect the fenses).

* Before reinsertion of the lenses, no rinsing is necessary
unless the ye care practitioner recommends rinsing.




Emergency (Alternate) Method for
Heat (Thermal) Disinfection:

« |t a heal disinfection unit is not available, pface the tightly
closed slorage container which contains the lenses inlo a
pan of aiready boiling water. Leave the clased lens case in
the pan of boiling water lor at least 10 minutes. (Above an
altitide of 7.000 feet, bodl for at least 15 minules.) Be
careful not to allow the walet in the pan !0 boil away.
Remove the pan from the heat and allow it to cool for 30
minules 10 complete the disinfection of the lens.

Nole: Use of heal disinfeclion unil should be resumed as
5000 as possivle

Ciiemical Lens Care System
Action i

Cleaning

Disintecting & Storing

Rinsing

Enzymatic Protein Removal

‘_AII Lens Care Systems
Action

Rewelling

o Leave the lenses in the unopened storage case until ready
to put on the eyes.

 Before reinsertion of the lenses, no nnsIng 1s necessary
unless the eye care practilioner recommends rinsing

Chemical (Not Heat} Disintection:

« Clean the contact lenses with a recommended cleaning
sofulion and thoroughly rinse them wilh a recommended
rinsing solution.

o Alter cleaning and rinising, l0 disinfect. carefully
fotlow the instructions accompanying the disinfecting
solution in the care regimen recommended by the lens
manulacturer of the eye care praclitioner

* When using hydrogen peroxide lens care syslems. lenses

Care Produc!

BAUSCH & LOMB ReNu~ Mulli-Purpose Solution
BAUSCH & LOMB SENSITIVE EYES Daily Cleaner

BAUSCH & LOMB ReNu™ Muiti-Purpose Solution

BAUSCH & LOMB ReNu" Mutti-Purpose Sotution
BAUSCH & LOMB SENSITIVE EYES Saline Solution
BAUSCH & LOMB ReNu' Saline Solution

BAUSCH & LOMB SENSITIVE EYES Sterile Saline Spray
BAUSCH & LOMB  SENSITIVE EYES Plus

must be neulralized betore wearing. Follow the recom-
mendations on the hydrogen peroxide system fabeling.

« Thoroughly rinse fenses with a fresh solution recom-
mended for rinsing before inserting and wearing, o lotow
ihe instruclions on the disinfection solution fabeling.

 Da noi \ieat the disinfection solution and lenses.

 Leave The lenses in the unopened storage case unlil ready
to put on the eyes

o Caution: Lenses Ihat are chemically disinfected may
absorb ingredients from the disinfecting solution which
may be irritaling 1o the eyes. A thorough rinse in fresh
sterile saline solulion prior 10 placement on the eye should
reduce the potential for irritatian.

BAUSCH & LOMB ReNu- Effervescent Enzymatic Contact Lens Cleaner
BAUSCH & LOMB SENSITIVE EYES Enzymalic Contact Lens Cleaner
BAUSCH & LOMB ReNu 1 Step Enzymatic Contact Lens Cleaner

Care Product

BAUSCH & LOMB ReNu Rewetting Drops
BAUSCH & LOMB SENSITIVE EYES Drops

Note: Some solutions may have more than one function, which will be indicated on the label. Read the lablel on the solution bottle. and follow instructions.

Care for a Dried-Out (Dehydrated) or Dry Lens:

if a soft, hydrophilic confact lens is exposed to air while off
the eye, it may become dry and brittie and need to be rehy-
drated. if the lens is adhering to a surface, such as a counter
top, apply saline or rinsing solution before handling.

To rehydrale the lens:
 Handle the lens carefully.
« Place the lens in ils storage case and soak the lens in a

recommended rinsing angd storing solution for al least one
hour until it returns to a sofl state.

« Clean and disinfect the rehydraled lens using a
recommended lens care system

o |f after soaking. the lens does not become soft. the lens
should not be used until examined by the eye care
practitioner.

Care for a Sticking (Nonmeving) Lens:

If the lens sticks {stops moving). the patient shouid be
instructed to use a lubricating or rewetting solution in their
eye. The patient should be instructed to not use plain water,
or anything other than the recommended solutions. The
patient should be instructed to contact the eye care practi-
tipner if the fens does not begin to move upon blinking after
several applications of the solution.

Reporting Of Adverse Reactions

All serious adverse experiences and adverse reactions
observed in 'Paiiems wearing BAUSCH & LOMB*

SofLens66™ (alphafilcon A) Visibility Tinted Contact Lens or
experienced with the lenses should be reported to:

Each sierile lens is supplied in a plastic package containing
borate buflered saline solution. The container is marked with

DFGO0OY 12/96

Bausch & Lomb Incorporaled
Rochester, New York 14632

How Supphed

the manutacturing lot number of the lens, the base curve,
sphere. diameter and exniralion date

BAUSCH & 1.OMB INCORPORATED
Rochester, NY 14692

© Bausch & Lomb Incorporated All nghis reserved workdwide Bausch & Lomb. Soflens66 Ophima. ReNu and Sensitive Eyes are trademarks ol Bausch & Lomb Incorporated

Toll Free Telephone Number

in the Continental U.S.. Alaska, Hawaii
1-800-828-9030

In New York State

1-800-462-1720

St-2073-3

<
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CAUTION: Federal (U.S.A.) Law Prohibits Dispensing Without a Prescription

Introcduction

The instructions in this booklet appiy to ihe

BAUSCH & LOMB® SofLens66™ (alchafilcon A) Visi-
bility Tinted Contact Lenses. if you have receivec or arc.
considering another brand of contact lenses, do nct use
this booklet. Ask your eye care practitioner tor the
patient booklet or instructions that apply to your brand
or type of contact lenses. For BAUSCH & .CMB®
SofLens66™ (aiphatilcon A) Visibility Tinted Contac:
Lenses, il is essential {0 your safety that you read and
understand the information and instructions in thic
booklet, and have your eye care practitioner answer
any questions, both before and afler you receive
contact fenses.

Wearing contact lenses is difterent from vigaring
eyeglasses. Because they are worn Girectly on youn
eyes, contact lenses attect the way in which your eyes
function. These effects tend to increzse with the length
of time that the lenses remain on your eyes betweer
removals. Although the great majority of people
successfully wear confact lenses without orotlems,
before you decigde whether to begin or to conlinue
wearing contact lenses for daily wear or extended wear.
you must discuss with your eye care practitionar the
effects of contact lenses on your eyes and the risks
associated with wearing contact lenses, which are
greater with extended wear. You aiso must read the

sections of this bookiet entitied “Warnings”. “Adverse
Reactions”, “Precautions”, and “Wearing Restrictions
and Indications”. Ask your eye care practitioner 10
explain anything that you do not undersiand, including
any additional restrictions given 10 you by your eye
care pracitioner.

You atso need to remember that solt contact
fenses, including those covered by this booklel, are
made of a type of plastic thal absorbs liguids, vapors,
and smail particies, and, for some people. may collect
deposits from your natural eye fluids. Therefore, you
must strictly follow the inslruclions contained in the
sections of this booklet entitied “Caring For Your
Lenses”, as well as the written information leaflets
accompanying the lens care products thal you buy and
any other instructions given t0 you by your eye care
practitioner. Any failure to follow these instructions and
the wearing restrictions will increase the chances of
contamination, damage to the lenses, or a buiid-up of
deposits on the lenses, which can lead to serious,
sight-threatening eye infections ang injuries.

Adherence to your prescribed wearing schedule
and replacement schedule if on a Frequent Replacement
Program, and regutar check-up visits to your eye care
practitioner are aiso necessary for the proper and safe
use of contact lenses. Spaces are provided in the back

of this bookiet for you to record your personal wearing
schedute and schedule of follow-up visits. Soft contact
lenses generally are comiortable from the beginning.
Therefore, be sure 1o follow the wearing schedule
prescribed tor you, and do not overwear your lenses
simply because they remain comfortable and you are
not experiencing a problem. Only your eye care practi-
lioner, through a professional examination. can
etermine how your eyes are reacling to the conlact
lenses and whether there are any early signs of
possible problems.

Finally, if problems or symptoms should occur,

immediately remove your lenses and follow the steps
described in the sections of this booklet entitied
“Warnings” and “Adverse Reactions”. Prompt attention
to problems is essential and may require immediate
professional care.

Remember. when wearing soft contact lenses your
eyes should fook and feet good. and your vision should
be Clear.

E




Wearing Restrictions
and Indications

The BAUSCH & LOMB® Soflens66™ (alphatiicon A)
Visibifity Tinted Contact Lens is indicated lor daily wear
or extended wear from 1 to 7 days between removals
for cleaning and disinfection or disposal of the iens. as
recommended by the eye care practiticrer. The lens is
indicated for the correction of refractive ametropia
(myopia and hyperopia) in not-aphakic persons with
non-diseased eyes, exhibiling astigmatism of 2.00
diopters or fess, that does not interfere with visual
acuity.
Note: See the WARNINGS reference lo the relationship
between lens wearing schedule and corneat compiica-
tions.
The lens may be disinfecled using either a heal of
chemical disinfection system. Eye Care Practitione:s
may prescribe the lens for frequent/planned replacenient
wearing schedule, with cleaning, disinfection and
scheduted replacement of the lens. Tre lens may be
prescribed in powers ranging from +8.000 to -20.0CD.
» Keep fresh solution accessible when you wear your
lenses, in case you have 10 remove you! lenses
immediately upon the appearance of a problem o
symptom,

« Do not use aerosol products such as hair spray whie

wearing your lenses. The lenses may absorb the spray,

resulting in injury to the eye and damage 1o the lens.

o Avoid wearing the lensas around furmes, irilating vapors,
smoky or dusty conditions. The lenses may absorb the
chemmicals or particles, resulting in injury 1o the eye.

o Avoid rubbing your eyes with the lenses in, which
can irritate the eye or dislodge the lens.

* Keep your eyes closed lighlly when washing o
showering o keep water and soaps out of the eyes,
which can cause loss of the lenses, contamination
or injury to the eye.

» |f you get something in your eye, remove the lens
immediately. Do not replace the lens until your eye
feels normal, and after you have cleaned and
disintected the lens.

o Teli your regutar physician and every other doctor Ihat
you visit, thal you wear contact fenses and the type
of lenses that you wear. Hf you are adenitied 10 3 hospi-
taf, aiso teit your nurses that you wear confact lenses.

« Do not use any eye drops, ointments, o medicines
in your eye uniess they are specifically approved by
your eye care practitioner or physician. Some drops,
ointments, or medicines will cause injury lo the eye
if used by a contac! lens wearer.

14

+ Ask your eye care praclilioner whether there are any
other wearing restrictions that apply to you. Write
those restrictions in the spaces provided below and
fottow them carefully:

Contraindications
(Reasons Not To Use)

DO NOT USE the BAUSCH & LOMB® SofLens66™

(alphafitcan A) Visibility Tinted Contact Lens when any

of the following conditions exist:

» Acute and subacule inflammation or infection of the
anterior chamber of the eye

* Any eye disease, injury, or abnormality that affects
the cornea, conjunctiva, or eyefids

« Insufficiency of Jacrimal secretion (dry eyes)

¢ Corneal hypoesthesia {reduced corneal sensitivity)

* Any systemit disease that may affect the eye or be
exaggerated by wearing contact lenses

* Altergic reactions of ocular surfaces of adnexa that

may be induced or exaggerated by wearing contact

lenses of use of contact lens solutions

* Allergy 1o any ingredient, such as mercury or
Thimerosal, in a solution which is to be *'sed to care
for the BAUSCH & LOMB® SofLens66™
(alphatilcon A) Visibility Tinted Contact Lens

* Any active corneal infection (bacterial, fungal. or
viral)

o It eyes become red or irritated




Warnings

You should be aware of and ltully discuss with your eye
care practitioner the following warmir gs gertaining 1o
contact lens wear:

» Problems with contact lenses and lens care praducts
could result in serigus injury 1o your 2ve 'is
essential that you follow your eyecare practitionsrs
direction and all labeting instructions for prope” us-
of lenses and lens care products, including the lens
case. Eye problems, including corneal ulcers, £an
develop rapidly and lead o foss of vision.

« Strict compliance with your care regimen incled.rg
cleaning of the lens case, weaiing resirictions,
wearing schedule, and follow-up visit schedule rust
be fotlowed.

« Stydies have shown that contact lens wearers who
are smokers have 3 higher incigence of adveis2
reactions than nonsmokers.

EXTENDED WEAR

» The risk of ulcerative keratitis has begn shown 10 be
greater among users of extended 'wear contact funises
than among users of daily wear contact ienses The
risk among extended wear lens users increases vith
the number of consecutive Cays that the lenses are
worn Detween remavals, beginning with the first
overnight use. Some researchiers believe that tnse
complications are caused by one or more of 19

{ollowing: 2 weakening of the corneas resistance lo
infections, particularly during a closed-eye condition.
as a result of hypowia; an eye environment which is
somewhat more conducive 1o the growth of bacteria
and other microorganisms, particutarly whea a regular
periodic lens removal and disinfecting or disposal
schedule has not been adhered 1o by the patient;
improper lens disintection or cleaning by the patient:
contamination of lens care products; poor personat
hygiene by the patient; patient unsuitabuility to the
particular lens or wearing schedule: accumulation of
lens desposits; damage 10 the lens; improper fitling.
length of wearing lime; and the presence of ocular
debris or environmental contaminants. While the great
majority of patients successhully wear contact lenses.
extended wear of lenses aisa is reported 1o be associ-
ated with a higher incidence and degree of epithehal
microcycsts and infiltrates, and epithetial poly-

megathism, wivich require consideration of discomtinu-

ation o resiriction of extended wear. The epithetial

conditions afe reversible upon discontinuation of

extended wear.

o If you experience eye giscomtort, excessive learing,
vision changes, of retiness of the eye, you should
immediately remove lanses and promplly
contact your eyecare practitioner.

Precautions

You showid be aware of and fully discuss with your eye
care practitioner the following care regimen and safety
precautions:

« Different solutions cannot always be used together,
and not alt solutions are sate tor use with all lenses.
Use only recommended solutions.

—Never use solutions recommended for conven-
tional hard contact fenses only.

—Chemical disinfection sotutions shoutd not be
used with heat unless specifically indicated on
product fabeting for use in both heal and chemicat
disinfection.

—Always use fresh unexpired iens care
sotutions.

—Always foltow directions in the package inserts
for the use of contact fens solutions.

—Sterile unpreserved solutions, when used,
shoutd be discarded after the time specified in the
labeling directians.

—Do not use saliva or anything other than the
recommended solutions for fubricating or wetting
your lenses.

—~Always keep your lenses completely immersed
in the recommended storage solution when your
lenses are not being worn. Prolonged periods of
drying can damage lenses. Foltow the lens care
directions for Care for a Dehydrated (Dried-Out)
Lens if the lens surface does become dried out.

« |t the lens sticks {stops moving) on your eye, follow
the recommended directions on Care for a Sticking
Lens. The tens should mave freely on your eye for
the continued heaith of your eye. it nonmovement of
the lens continues. you should immaediately
consult your eye care practitioner.
Always wash ang rinse your hands before hangling
jenses. Do not get cosmetics, iotions. saaps, creams.
deodorants. or sprays in your eyes or on the lenses
1t is best to put on lenses belore putling on makeup
Watet-base cosmetics are less likely to damage
lenses than oil-base products.
Do not touch contact lenses with your ingers of
hands if your hands are not tree of foreign materials
as microscopic scratches of the lenses may occur,
causing distorted vision and/or injury 10 your eye
Carefully fotiow the handling. insertion, removat.
cleaning/disinfecting. storing and wearing
instructions in this Patient Information Booklet for
the BAUSCH & LOMB® SofLens66™ (alphafilcan A)
Visibitity Tinted Contact Lens and those prescribed
by your eye care practitioner.
« Never wear lenses beyond the period recommended
by your eye care practitioner,
» Always handle lenses gently and avoid dropping
them.
« Ask your eye care practitiones about wearing lenses
during water activities and other sports.
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« Inform your doctor (health care practitioner) about
being a contact lens wearer.

« Never use tweezers o other 1001S to remeve fenses
from the fens container unless specifically indicated
for that use. Pour the lens inte you: hanc.

« Do not touch the fens with your fingernails.

« Always discard lenses worn on a requent/planned
replacement schedule after the recommendad
wearing schedule prescribed by vour eve care
praclitioner.

« Always contact your eye care practitioner betore
using any medicing in your eyes.

» Always inform your employer of being a contact lens
wearer. Some jobs may require use of eye protection
equipment of may require that you not wear contact
lenses.

« As with any contact lens, follow-up visits are
necessary to assure the continuing health of your
eyes. You should be instructed as lo a recommended
follow-up schedule.

Adverse Reactions
(Problems And What To Do)

The fotiowing problems may ocour:

« Eyes stinging, burning, itching {irritation), or other
gye pain

o Comfort is fess than when tens was first placed
on eye

« Abnormal feeling of something in Ihe eye (toreign
body, scratched area)

o Excessive watering (learing) of the eyes

* Unusual eye secretions

« Redness of the eyes

o Reduced sharpness of vision (poor visual acuity)

« Blutred vision, rainbows, or hatos around objects

« Sensilivity to light (photophobia)

* Dry eyes

It you notice any of the above, you should:
« Immediately remave your lenses.

« if the discomfort or problem stops, then took closety
al the fens. If the lens is in any way damaged. do
nef put the lens back on your eye. Place the lens in
the storage case and contact your eye care practi-
tioner. If the fens has dint. an eyelash. or other
foreign body on it, of the problem stops and the lens
appears undamaged. you should thoroughly clean.
rinse, and disinfect the lenses: then rginsert them
Alter reinsertion, if the problem continues, you
should immediately remove the lenses and
consult your eye care praclitioner.

When any of the above problems accur, 2 Serious
condition such as infection, corneat ulcer, neovascular-
ization, or iritis may be present. You should keep lens
off your eye and seek immediate prolessiona!
identitication of the prablem and prompt treatment to
avoid serious eye damage.
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Personal Cleanliness
and Lens Handling

1. Preparing the Lens for Wearing:

It is essential that you learn and use good hygieric

methods in the care and handling of your new jerses.

Cleantiness is the first and mos! important aspect 3!

proper contact lens care. in pacticular, you hangs

should be clean and free of any foreign substances
when you handle your lenses. The procedures are:

s Always wash your hands thoroughly with 3 mile
saap. rinse completely, and dry with 3 fint-tiee towel
before touching your fenses.

 Avoid the use of soaps containing cold cream. 1otion,
of oily cosmetics before handting vour lenses. since
these substances may come into comact with the
fenses and interfere with successful wearing.

* Handle your lenses with your fingertips, and be
careful to avoid contact with fingernails. 1t is helpful
to keep your fingernails short and smooth

« Start off correctly by getting intc the habit of 2iways
using proper hygienic procedures so that they
become automatic.

2. Handling the Lenses:

» Develop the habit of always working with the same
tens first to avoid mixups

» Remove the lens from its siorage case and examine it

10

to be sure that it is moist, clean, ciear, and Iree of
any nicks or tears.

» Shouid you accidentally piace an inside-out lens on
your eye, one of the following signs should signal
you {0 remove and replace it correctly.

a. Less than usual comion!

b. The lens may fold on the eye

¢. Excessive lens movement on blink
d. Blureed vision

» {f the lens totds and sticks together: Place the lens
in the paim of your hand and wet thoroughly with an
appropriate rinsing o stosing solution. Refer fo the
Lens Care Products Chart for the solutions recom-
mended by Bausch & Lomb. Then GENTLY rub the
lens between your index finger and patm in a gentle
back and forth motion.

o If this gentle rubbing does not work, soak the iens in
one of the above solutions contained in your lens
case until the lens has resumed its normal shape. !t
the lens fiattens or drapes across your finger. the
lens or you! finger may be too wet. To correct his,
gry your finger by transferring the lens several times
from one index finger to the other, drying the
opposite tinger gach time.

« Keep the fens wel in the recommended sotutions.

» Never place a lens on the eye unless it has been fully
hydrated (wet) with an appropriate rinsing or staring
solution. Refer to the Lens Care Progucts Chart for
the solutions recommended by Bausch & Lomb.

3. Placing the Lens on the Eye:
There are other methods of lens placement. if the above
method is difficult for you, your eye care practitioner
will provide you with an alternate method.
Note: I after placement of the lens. your vision is

Blured, check for the following:
« The lens is not centered on the eye (see "Centering

the Lens,” next in this booklet).

« If the lens is centered, remove the fens (see
“Rimoving the Lens” section) and check for the

following:

a. Cosmelics or ails on the lens. Clean, rinse.

disinfect. and place on the eye again
b. The lens is on the wrong eye.

¢. The lens is inside-out (it would also not be as

comioriable as normal).

it you fing that your vision is still blurred after
checking the above possibilities. remove both fenses

and consult your eye care practitioner.
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4. Centering the Lens:
Yery rarely, a lens that is on the cornga will be
displaced onto the white part of the eye during lens
wear. This can also occur during placement and
removal of the lenses if the correct lechnigues are not
performed properly. To center a lens fotlow one of the
procedures below.
« Hoid the upper and lower eyelids open with your
fingers. Then, white fooking in a mirror, gently place
a finger on the contact lens and gently sfide ihe fens
towards the center of the eye.
Or
* Hold the upper and lower eyelids upen with vour
fingers. Then, while fooking in & mirtor, move your
gye towards the lens to place it cn the center of
{he eye.
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5. Removing the Lens:
Always remave the same lens first,
a. Wash, rinse, and dry your hands thoroughty.
b. Always be sure that the lens is in the correct
position on your eye before you try 1o remove it (a
sample check of your vision, closing one eye at a
time, will tell you if the lens is in the correct
position). Look up and stowly pull down your
lower fid with the middte finger of your removal
hand and place your index tinger on the lower edge
of the lens. Stide the lens down to the tower white
part-of your eye. Squeeze the lens lightly between
the thumb and index finger and remove it. Avoid
sticking the edges of the lens together.
¢. Remove the other lens by following the same
procedure.
d. Follow the required lens care procedures
described under the heading, CARING FOR YOUR
LENSES (CLEANING, RINSING, DISINFECTING,
ENZYMING, STORAGE AND REWETTING/
LUBRICATING).
Nete: If this method of removing your lens is
ditficult for you, your eye care practitioner will provide
you with an afternate method.

Caring for Your Lienses

(Cleaning, Rinsing, Disinfecting, Enzyming,
Storage and Rewetting/Lubricating)

1. Basic Instructions:

Far continued safe and comforiable wearing of your
lenses, it is important that you first clean and rinse,
then disinfect (and neutralize (for hydrogen peroxide
systems)] your lenses after each removal, using the
care fegimen recommended by your eye care practi-
tioner. Cleaning and rinsing are necessary to
remove mucus, secretions, films, or deposits which
may have accumutated during wearing. The ideal

time to clean your lenses is immediately after
removing them. Disinfecting is necessary 1o destroy
harmiul germs.

You should adhere to a recommended care
regimen. Faifure to foflow the regimen may result in
development of serious ocylar complications as
discussed in the WARNINGS section above.

i you require only vision correction, but will not or
cannot adhere to a recommended care regimen for your
lenses, or are unable to place and remove lenses or
have someone available to pface and remove them, you
should not attempt o get and wear contact lenses.

When you first get your lenses, be sure you have 10
put the lenses on and remove them while you are in
your eye care practitioner's office. At that time you will
be provided with a recommended cleaning and disin-

fection regimen and instructions ang warnings for lens

care, handling, cleaning, and disinfection. Your eye

cafe practitioner shoutd instruct you about appropsiate
and adequate procedures and praducts for your use.
and provide you with a copy of this Patient Information

Bookiet for the BAUSCH & LOMB® SofLens6s™

(alphafilcon A) Visibility Tinted Contact Lens.

For safe contact lens wear, you should know and
always practice your lens care routine:

« Always wash, 1inse, and dry hands before handfing
contact [enses.

* Always use fresh unexpired lens care solutions

o |Jse the recommended system of lens care, either
heat {thermal) o chiemical (not heat) and carefully
foliow instructions on solution fabeting. Different
salutions cannot always be used together, and not all
solutions are safe for use with all lenses. Do not
alternate or mix lens care systems unless
indicated on salution labeling.

« Always remove, clean, rinse, enzyme and disinlect
your lenses according to the schedule prescribed
by your eye care practitioner. The use of an enzyme
or any cleaning solution does not substitute for
disinfection.

15
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« Do not use saliva or anything other than the
recommended solutions for lubricating or reweking
your fenses. Do not put lenses «n your mauth,

» Lenses prescribed in a frequent replacement progrem
should be thrown away after the recommended
wearing period prescribed by your eye care practi-
tioner

16

« Never rinse your lenses in water from the tap. There
are two reasons for this:»
a. Tap water conlains many impurities that can
contaminate or damage your lenses and may lead
to eye infection or injury.
b. You might fose the lens down the drain.

Lens Care Products Chart

The following solutions are recommended by Bausch &
Lomb for use with all Bausch & Lomb Contact Lenses;
however, eye care practitioners may recommend alter-
native products and procedures which should be
followed by the patient. BAUSCH & LOMB* Care Kits
are available for lens disinfection, cleaning, and
storage.

17




Thermal {Heat) Lens Care System

ACTION

CARE PRODUCT

Cteaning

BAUSCH & LOMB® SENSITIVE EYES® Daily Cleaner

Rinsing, Disinfecting & Storing

Coramerically available Heal Disinfecting Unit for Contact Lenses
used withe

BAUSTCH & LOMB® ReNu® Saline Solution

BAUSCH & LOMB® SENSITIVE EYES® Sterile Satine Spray
BAUSCH & LOMB® SENSITIVE EYES® Saline Solution
BALIST - & LOMB® SENSITIVE EYES® Plus

Enzymatic Protein Removal

BALSCH & LOMB® ReNu® Thermal Enzymatic Contact Lens Cleaner

BAUSCH & LOMB® ReNu® Effervescent Enzymatic Contact
Leps visaner

BAUSCH & LOMB® SENSITIVE EYES® Enzymatic Contact
Lens Cleaner

18

Chemical Lens Care System

ACTION

CARE PRODUCT

Cleaning

BAUSCH & LOMBE ReNu® Multi-Purpose Sofution
BAUSCH & LOMB® SENSITIVE EYES® Daily Cleaner

Oisinfecting & Storing

BAUSCH & LOMB“ ReNu Multi-Purpose Solution

Rinsing

BAUSCH & LOMB® ReNu* Multi-Purpose Solution
BAUSCH & LOMB® SENSITIVE EYES® Saline Solution
BAUSCH & LOMB® ReNu® Satine Solution

BAUSCH & LOMB® SENSITIVE EYES® Sterife Saline Spray
BAUSCH & LOMB® SENSITIVE EYES® Plus

Enzymatic Protein Remaoval

BAUSCH & LOMB® ReNu® Etfervescent Enzymatic Contact
Lens Cleaner

BAUSCH & LOMB® SENSITIVE EYES® Enzymatic Contact
Lens Cleaner

BAUSCH & LOMB® ReNu® 1 Step Enzymatic Contact Lens Cleaner

Al} Lens Care Systems

ACTION CARE PRODUCT
Rewetting BAUSCH & LOMB® ReNu® Rewetting Draps
BAUSCH & LOMB® SENSITIVE EYES® Drops :
19
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* Note: Some solutions may have more than cne fune-
tion, which wilf be indicated on the labef. Read the
label on the solution bottle, and icilow instructicns.

o Cleanone tens first (always the sarme lens first {o

avoid mixups), rinse the lens thoroughly with recom

mended saline or disinfecting solutiori to remove the
cleaning solution, mucus, and film from the Jens
surface. Follow the instructions provided in the
cleaning solution fabeling. Put tha: lens into the
correct chamber of the lens storage case. Tren
repeat the procedure for the second fens.

After cleaning and rinsing disinfect lenses using

the system recommendsd by your eye care pracii-

tioner and/or the lens manulfacturer. Foliow the
instructions provided in the disiniaction solutior.
labeling.

To store lenses, disinfect and leave them in the

closed/unopened case unlif ready fo wear. i lenses

are niot to be used immediately after disintection yuu
should consult the labeling of the storage solution
for information on lens storage.

After removing your lenses from the lans casa, empty

and rinse the lens storage case with solution(s)

recommended by the lens case manufacturer; than
alfow the lens case to air-dry. When the case is used
again, refill it with fresh storage soluticn. Repiace
lens case at regular intervals.

Your eye care practitioner may recommend a lubri-

cating/rewetting solution for your use. Lubricating/

Rewetting solutions can be used 1o wat (Jutricate)

your lenses while you are wearing tham tc make

them more comiortable.

»
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2. Heat (Thermal) Lens Disinfection:

« After cleaning and thoroughly rinsing contact
lenses with recommended solutions, prepare the
emply lens slorage case. To keep the lenses wet
during disinfection, use the solution that is
recommended by the lens manufacturer and/or your
eye care practitioner,

» Wet the lens chambers (sections) with fresh saline
solution.

« Pyt each lens into its correct chamber.

» Fill the chamber of the case la the line with fresh
saline solution. Completely cover the lenses.

« Tightly close the top on each chamber of the fens
storage case.

« Pyt the lens storage case into the disinfection unil
and follow the disinfection unit manufacturer's direc-
tions for operating the unit (turning the unit on,
assuring that it works, and leaving it on for a sulfi-
cient time to disinfect the lenses).

« Before reinsertion of the fenses, no rinsing is
necessary uniess your eye care practitioner
recommends rinsing.

3. Emergency (Alternate) Method for Heat
(Thermal) Disinfection:

« |f 3 heat disinfection unit is not available, place the
tightly closed starage container which contains the
lenses into a pan of already boiling waler. Leave the
closed lens case in the pan of boiling water for at
least 10 minutes. (Above an altitude of 7.000 fee!,
boil for at least 15 minutes.) Be careful not to altow
the water in the pan 1o beil away. Remove the pan

from the heat and allow it to cool for 30 minutes to
complete the disinfection of the lens.
Note: Use of heat disinfection unit should be

resumed as soon as possible.

¢ Leave the lenses in the unopened storage case until
ready to put on your eyes.

« Belore reinsertion of the lenses, no rinsing is
necessary uniess your eye care practitioner
recommends finsing.

4. Chemical (Not Heat) Disinfectian:

* Clean the contact lenses with a recommended
cleaning solution and thoroughly rinse them with a
recommended rinsing solution.

« After cleaning and rinsing, lo disinfect, carefully
follow -the instructions accompanying the disinfecting
solution in the care regimen recommended by the
lens manufacturer or your eye care practitioner.

» When using hydrogen peroxide fens care systems.
lenses must be neutralized belore wearing.
Follow the recommendations on the hydrogen
peroxide system labeling.

* Thoroughly rinse lenses with a fresh solution recom-
mended for rinsing before inserting and wearing, or
follow the instructions on the disinfection solution
labeling.

* Do not heat the disinfection solution and
lenses.

o eave the lenses in the unopened storage case until
ready to put on your eyes.

» Caution: Lenses that are chemically disinfected may

absorb ingredients from the disinfecting solution which
may be irritating to your eyes. A thorough r:nse in fresh
sterile saling sotution prict to placement on your eye
should reduce the potential for irritation.

5. Lens Deposils and Use of Enzymatic

Cleaning Procedure:
Enzyme cleaning may be recommended by your eye
care practitioner. Enzyme cleaning removes protein
deposits on the ens. These deposits cannot be
removed with regular cleaners. Removing protein
deposits is important for the well-being of your lenses
and eyes. If thase deposits are not removed, they can
damage the lenses and cause irritation

Enzyme cleaning does NOT replace routine
cleaning and disinfecting. For enzyme cleaning, you
should carefully follow the instructions in the enzymatic
cleaning labeling.

6. Lens Case Cleaning and Maintenance:
Contact lens cases can be a source of bacteria growth.
Lens cases should be emptied, cleaned, rinsed with
solutions recommended by the lens case manufacturer,
and allowed to air dry. Lens cases should be replaced
at regular intervals.

7. Care for a Sticking {(Noenmoving) Lens:

it is important to the health of your eyes that your
contact lenses move freely. If a lens sticks (stops
moving), put a few drops of the lubricating or rewetting
solution recommended by your eye care practitioner




into your eye. In this case, do nci use plain water or
anything other than the recommended solutions. Do
not attempt {0 remaove a lens that is sticking. which
coutd damage your eve. If the lens does rot begin to
move when you blink after sevecal applicahions of he
solution or drops, contact your eye care practibones
immediately.

8. Care for a Dehydrated Lens:
It a soft, hydrophilic contact tens is expcsed Lo air
while off the eye, it may become dry and brittle and
need to be rehydrated. If the lens is adnering to &
surface, apply sterite saline befcre hendting.
To rehydrate the lens:
« Handle the lens carefully.
« Place the lens in its storage case and soak e lens
in a recommended rinsing and stering solution ‘or at
least 1 hour until it returns to a soft state.
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 Clean lens first, then disinfect the rehydrated lens
using a recommended lens care system.

» |f after spaking, the lens does not become soft, if
the surface remains dry, DO NOT USE THE LENS
UNLESS IT HAS BEEN EXAMINED BY YOUR EYE
CARE PRACTITIONER.

9. Emergencies:

If chemicals of any kind (household products,
gardening solutions, laboratory chemicals, elc.) are
splashed into your eyes, you shoutd: FLUSH EYES
IMMEDIATELY WITH TAP WATER AND THEN REMOVE
LENSES PROMPTLY. CONTACT YOUR EYE CARE
PRACTITIONER OR VISIT A HOSPITAL EMERGENCY
ROOM WITHOUT DELAY.

Instructions for the
Monovision Wearer

* You shoutd be aware that as with any type of lens
corsection, there are advantages and compromises to
monovision contact iens therapy. The benefit of clear
near vision in straight ahead and upward gaze that is
available with monovision may be accompanied by a
vision compromise that may reduce your visual
acuity and depth perception for distance and near
tasks. Some patients have experienced difficulty
adapting to it. Symptoms, such as mild blyrred
vision, dizziness, headaches and a feeling of siight
imbalance, may fast tor a brief minule or for several
weeks as adaptation takes place. The longer these
symptoms persist, the pacrer your prognosis for
successful adaptalion. You should avoid visually
demanding situations during the initial adaptation
period. It is recommended that you first wear these
comtact fenses in familiar situations, which are not
visually demanding. For example, it might be batter
10 be a passenger rather than a driver of an automo-
bite during the first few days of lens wear. It iS
recommended that you only drive with monovision
correction if you pass your state drivers license
requirements with monovision correction.

« Some monovision patients will never be fully
comiortable functioning under low levels of ittuming-

tion. such as driving at night. If this happens. you
may want (o discuss with your eye care practitioner
having additionaf contact lenses prescribed so that
both eyes are corrected for distance when sharp
distance binocutar vision is reguired

If you require very Sharp near vision during

prolonged close work, you may want to have addi-
tional contact lenses prescribed so that both eyes are
corrected for near when sharp near binocutar vision
is required.

« Some monovision patients require supplemental
spectacles to wear over the monovision correction {0
provide the clearest vision for critical tasks. You
should discuss this with your eye care practitioner.

s |t is important that you follow your eye care practi-
tioner's suggestions for adaptation to manovision
contact lens therapy. You should discuss any
concerns that you may have during and after the
adaptation period.

¢ The decision to be fit with a monovision
correction is most appropriately left to the
eye care gractitioner in conjunclion with you,
after carefully considering and discussing
your needs.
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Wearing and Appointment Schedules
Prescribed Wearing Schedule

Day Wearing Time (Hours)

1

24

Personal Weating Schedule Record
Your eye care praclitioner wifl prescribe your own individual lens wearing schedule and lens replacement schedule

Appointment Schedule Mini;numf it in a frequent replacement program. Use the space below to record your schedule and wearing record.
number ¢ .
hours lenses DAY DATE HOURS TO BE WORN HOURS WORN
to be worn at [
Your appointments are on time of 1
“appointment ¢
day 2 ,
- 3
Month Year Time 4
4
Month Year Time 5
6
Month Year Time 7
8
Month Year Time
9
Month Year Time 10
1
25
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DAY

DATE

HIURS TO BE WORN

HOURS WORN

12

13

14

15

16

17

18

19

20

21

22
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Check-Up Visits

Regular check-up examinations by your eye care practitioner are an important part of wearing contact lenses. It is
recommended that you see your eye care practitioner twice each year or if directed. more frequently. Keep all

appointments for your check-up visits. If you move to a new ¢ity, ask your present eye care practitioner to refer you

to a contact lens practitioner in.your new location. Use the space below o record your appointments.

Visit Schedule

Date Time
2.

Date Time
3 .

Dale Time
4

Date Time
5.

Date Time
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Date Time
Date Time
Date Time
Date Time
Date Time
ST I W S A N

Patient/Eye Care Practitioner Information;
Eye Care Practitioner Information
(Please fill out for ready use)

Name:

Address:

Phone:

Other Information:

impartant: In the event that you experience any difficully wearing your lenses or you do not understand the
instructions given you, DO NOT WAIT for your next appointment. TELEPHONE YOUR EYE CARE PRACTITIONER
IMMEDIATELY.

Name and Address of Manufacturer:

Bausch & Lamb Incorporated
Rochester, New York 14692
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